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Executive Summary

It 1s of major international concern that rates of HIV/AIDS, tuberculosis, and other deadly
infectious diseases are on the rise around the globe. In many places, these trends are
compounded by economic instability, decentralization of public health responsibilities, and
increased travel among countries. The incidence in Kazakhstan of several infectious diseases has
reached alarming levels, and suggests that targeted attention and intervention is required. In
particular, TB notification rates are rising at nearly 87 percent a year, and are among the highest
in all of Europe. Growing numbers of multi-drug resistant TB (MDRTB) cases have resulted in
increased mortality rates and the reallocation of scarce public health funds to purchase the
expensive drugs that treat these virulent strains of TB.

Donors and public health entities in the region are rallying support and searching for options to
curb these distressing trends. From November 1998 to June 1999, the Rational Pharmaceutical
Management (RPM) project worked with Kazakh public health officials, regional pharmacy
professionals, and the donor community in Kazakhstan to highlight the role of drug procurement
and management in strengthening disease management.

With funding from the US Agency for International Development (USAID), RPM provided
training and technical assistance to the pharmaceutical sector in the CAR, specifically in
Kazakhstan. RPM programming focused primarily on TB drug procurement, and culminated
with the observation of the 1999 Kazakhstan National TB Drug Tender.

This report summarizes the objectives, activities, and accomplishments of the RPM CAR country
program, followed by recommendations for further efforts in the region. Overall, RPM found
that targeted technical assistance was very effective for building local drug management
capacity, though the results are only sustainable if RPM-trained staff continue to form part of
future tender commissions. The following accomplishments and results highlight RPM’s impact
in Kazakhstan:

» Forty-one pharmaceutical sector professionals from nine NIS countries were trained in
competitive procurement practices.

» Fifteen of twenty-one suggested improvements to the TB tender document recommended by

RPM were incorporated into the final document.

With the improvements, the final TB tender document was compliant with internationally-

accepted procurement standards.

» RPM and several counterparts made eight suggestions to improve the mix of drugs being
procured. Five of these were fully incorporated into the final TB tender document, and as a
result 83% of drugs procured through the 1999 TB tender were DOTS-compliant, up from
26% in 1998.

> Despite higher drug quality standards, prices for first-line TB drugs were 1.5 percent lower
than in 1998.

» RPM observed that the 1999 TB tender was transparent and followed standard norms and
procedures.

‘(’f



Project Overview

In August 1998 the USAID ENI Bureau requested that RPM develop a limited country program
on pharmaceutical management in the Central Asian Republics (CAR). To ascertain local needs
and perspectives, inform USAID and interested parties of types of RPM assistance available, and
plan next steps, RPM Director Tony Savelli visited Kazakhstan and Kyrgystan in November
1998.

Initial findings from this visit showed that there was genuine interest in procurement training
within the CAR public health sector. Furthermore, RPM determined that pharmaceutical
procurement processes recently used in Kazakhstan did not conform to internationally accepted
norms. This was evident in the flawed process and outcomes of the 1998 Kazakhstan National
Tuberculosis (TB) Tender. As a result, RPM recommended that pharmaceutical procurement
systems in Kazakhstan be strengthened to improve procurement techniques, competition, and
transparency, and that special attention be given to bolster the TB drug procurement process.

Project Implementation and Activities

Early on, RPM and the USAID Kazakhstan Mission determined that the first RPM activity
would be to implement a Regional General Procurement Workshop in Almaty. At this workshop,
held in January 1999, specific attention was placed on competitive procurement techniques and
the procurement of TB drugs. The workshop provided RPM with the opportunity to discuss
regional drug management needs directly with CAR public health counterparts and develop
objectives for continued programming. As a result, RPM and USAID planned a comprehensive
program of activities to be conducted between January and June of 1999.

The original RPM work plan included follow-on training in procurement practices intended to
complement the general procurement workshop. However, RPM objectives and activities
changed due to the request from USAID that RPM address procurement issues specific to the
Kazakhstan national TB tender. This tender was originally scheduled for May 1999 but was
conducted in June 1999.

The flow of RPM activities in Kazakhstan occurred as follows:

Initial Reconnaissance Visit to Kazakhstan and Kyrgystan i
Anthony Savelli '
November 1998

L CAR General Procurement W orkshop
Andrej Zagorski and Michael Gabra
January 1999

L Technical’Assitance for National TB Tender
' Michael Gabra
April 1999

Tender Process Training and Observation of National TB Tender
Andrei Zagorski
June 1999

—
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4 Project Overview

Project Objectives

Each activity corresponds to one of RPM’s objectives in the CAR. The following is a list of the
objectives, their related activities, and major outcomes or outputs:

Objective 1: Increase local capacity in pharmaceutical procurement

* Conducted General Procurement Workshop in Almaty, Kazakhstan in January 1999

»  Workshop was attended by 41 public health specialists from nine NIS countries

» Participants reported that the workshop training and information would be useful in future
procurement activities

Objective 2:  Help local counterparts improve TB tender processes

» Provided direct technical assistance and training to the Kazakhstan TB Tender Commission
and participating organizations in April and June 1999

» Identified twenty-one omissions in the 1999 TB tender document. Fifteen of these were
included in the final tender document, which brought it into compliance with internationally
accepted procurement guidelines

» Drafted a template standard bidding document for the TB Tender Commission

Objective 3: Observe TB tender and provide comments and recommendations

* Observed national TB tender in June 1999

» Confirmed that the final TB tender documents and process were in compliance with
internationally-accepted standards

» All TB drugs procured in 1999 were WHO-approved, while in 1998 83 percent were not
compliant with WHO standards

» Provided recommendations to the tender commission, including methods to improve
transparency, standardization of supplier selection and contracts, and competition in the
tender process

Objective 4:  Provide recommendations on drug procurement and management in
Kazakhstan

» The present report includes a compendium of recommendations for possible follow-on work
in drug management and procurement in Kazakhstan

Challenges Facing RPM in Kazakhstan

The RPM project faced significant challenges as it implemented the Kazakhstan program.

» RPM lacked data on the status of pharmaceutical sector in Kazakhstan, particularly on TB
drug selection, procurement, distribution, and use. Comprehensive assessments of the

pharmaceutical sector have never been conducted by USAID-funded projects.

» No mechanism exists for drug supply monitoring at the national level.
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» Responsibilities for the implementation of the National TB Program are dispersed among
various departments of the Ministry of Health, Education and Sport (MoHES), and there is at
present no mechanism to coordinate activities. Similarly, there is little harmonization of TB
treatment policies and related activities between the MOHES and the National Institute of
Tuberculosis (NIT).

« Geographic factors prohibited the involvement of certain parties (i.e. the capital of
Kazakhstan moved from Almaty to Astana, 1200 kilometers away).

= Identifying key health officials responsible for various aspects of pharmaceutical sector was
difficult.

» Due to insufficient resources and time, as well as reorientation of program objectives, RPM
could not evaluate the impact of procurement training at the oblast level.



Objective 1: Increase Local Capacity in Pharmaceutical Procurement

Background

Between 1994 and 1996 the Central Asian Republics implemented significant health sector
reforms to improve the efficiency and quality of health care services in the region. These reforms
include the privatization of retail pharmacies and wholesalers involved in the procurement and
distribution of drugs, and the devolution of public sector drug supply responsibilities from the
national to the oblast level. As a result, local health authorities face decision making and
managerial responsibilities for which they have little training. In addition, many trained
professionals from national drug procurement departments have moved into private sector
positions.

In November 1998, the MSH Rational Pharmaceutical Management (RPM) project received
funds from the USAID ENI Bureau to address these and other issues in the CAR. RPM kicked
off its programming in January 1999 with a Regional General Procurement Workshop in Almaty.
The workshop’s target audience was specialists involved in drug procurement for public health,
and an emphasis was placed on TB drugs. RPM invited over forty participants from the CAR,
Georgia, Armenia, Azerbaijan, Russia, Ukraine, and Moldova.

Workshop Objectives

To achieve the program objective of developing local capacity in drug procurement RPM
developed the following workshop objectives:

1. Explain the basic structure and components of the pharmaceutical management cycle and the
components’ relationships

2. Present the steps included in the drug procurement cycle, and the four procurement
alternatives (open tender, restricted tender, competitive negotiation and direct purchase)

3. Highlight the components of a comprehensive quality assurance program and identify
practical procedures for starting or improving programs

4. IDlustrate the factors to consider in making drug selection for procurement decisions, using
the example of anti-tuberculosis drugs

5. Explain the need for, and essential components of, effective tender documents; identify ways
to improve own documents

6. Present the criteria used to adjudicate drug tenders, and the importance of transparency in the
tender process; identify ways to make own tender procedures more transparent and objective

7. Demonstrate the elements of an effective drug supply contract, and identify ways to improve
own contracts
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8. Review consumption and morbidity-based drug quantification methods

9. Outline pharmaceutical procurement problems in NIS countries and identify the required
assistance to tackle those problems

Mode of Implementation

The workshop was conducted using lectures, interactive presentations, small group activities,
discussions, and informational materials. RPM staff, speakers from the USAID-funded projects
Abt ZdravReform and Project HOPE, and representatives from Kazakhstan, Kyrgystan, and
Russia delivered presentations on drug procurement issues. Presentations and activities were
followed by discussions in which participants had the opportunity to share experiences and
questions (see Attachment 2, Workshop Program).

Outcomes
Participation

RPM trained forty-one procurement specialists from nine countries of NIS in modern methods of
drug supply management. In their professional capacities, 41%, of participants are responsible
for drug procurement at the national level, and 36.3% operate at the oblast and city level. Three
participants represented the private sector, and three represented NGOs (see Attachment 3, List
of Participants).

Evaluation
Results of the workshop evaluation revealed that participants believed the training and
information on procurement methods would be useful in their future activities (8.40 points on a

nine-point evaluation scale). The evaluation also showed that confidence and knowledge in drug
supply elements increased (see Attachment 4, Summary of Workshop Evaluation).

Interaction

Participants from nine NIS countries had the unique chance to share and compare approaches to
solving pharmaceutical supply management problems.

Regional Impact
Following the workshop, two participants from the Public Procurement Institute in Moscow,

Russia designed a course on Competitive Drug Procurement for Russian public health sector
procurement agencies. The course was based on the materials provided by RPM at the Workshop
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Outputs
Workshop Materials

RPM developed a package of workshop materials for the participants, including a Russian
translation of "Managing the Tender Process” (Managing Drug Supply: The Selection,
Procurement, Distribution, and Use of Pharmaceuticals).

Proceedings

RPM published workshop proceedings shortly after the workshop (CAR General Procurement
Workshop). The proceedings include a summary of problems with the CAR pharmaceutical
sector identified by workshop participants, as well as a RPM proposal for further activities in

CAR.



Objective 2: Help Local Counterparts Improve TB Tender
Documents and Processes

Background

As mentioned in the Executive Summary, rates of TB and particularly of drug-resistant TB have
reportedly reached epidemic levels in Kazakhstan, Public health officials and donors alike have
expressed concern for the lack of TB drug availability, and have dedicated significant time and
resources to exploring methods of alleviating the spread of TB in the region. RPM proposed that
more effective procurement practices and drug management could ameliorate the TB drug
availability situation.

Recently, two important health sector policy initiatives were approved in Kazakhstan that pertain
to TB drug management and availability:

1. In 1997 a National TB Program was adopted that declared the World Health Organization’s
(WHO) Directly Observed Treatment, Short-course (DOTS) standards mandatory for treating
tuberculosis. DOTS treatment guidelines have proven to be cost-effective and successful, and
many countries have adopted this intervention methodology.

2. In 1998 the Law of the Republic of Kazakhstan on Public Procurement was passed, which
requires the use of competitive practices when purchasing commodities with public funds.
TB drug procurement would fall within this rubric.

The first Kazkh national TB Tender using DOTS guidelines was conducted in August 1998, and
reportedly resulted in the procurement of a large number of low gquality TB drugs that were then
poorly distributed. Since there was no official reporting or documentation of the drug or
distribution quality, this could not be confirmed. However, RPM reviewed the 1998 TB tender
documents and discovered several significant deficiencies which could have resulted in the
purchase of inferior drugs and services. In addition, the results could be attributed to the
MoHES’ limited capacity to conduct competitive procurement.

The RPM project was asked to provide technical assistance in TB drug procurement to the
Kazakhstan MoHES, US Agency or International Development (USAID), the National Institute
of Tuberculosis (NIT), and other parties involved in the Kazakhstan TB tender scheduled for
June 1999. This assistance began with direct technical assistance provided by RPM in April and
June 1999. RPM also observed the TB tender in June 1999, though the latter activity falls under
RPM Objective 3.

PREVIOUS PAGE BLANK
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Mode of Implementation

To meet the objective of improving TB tender documents and processes, RPM Senior Program
Associate Michael Gabra visited Kazakhstan in April 1999 to provide direct technical assistance
and hands-on training to parties involved in the TB tender scheduled for June 1999. Specifically,
Gabra identified omissions of standard tender components from the 1998 TB tender document,
incorporated the missing components into the 1999 draft THB tender document, reviewed the TB
drugs chosen for the 1999 tender by the NIT, and submitted a draft generic Standard Bidding
Document (SBD) for pharmaceuticals to the MoHES.

Technical Assistance in Developing TB Tender Documents and a Generic Standard
Bidding Document

To begin the process of familiarizing the parties with proper procurement techniques and to
discuss issues of specific relevance to the TB tender, RPM met with representatives from the
MOoHES, NIT, USAID, WHO, and Abt ZdravReform. During this meeting the group discussed
several topics related to the TB tender and to the pharmaceutical procurement system in
Kazakhstan. The overarching concern expressed was that the tender document for the June 1999
TB tender be improved and adjusted to meet internationally accepted standards for
pharmaceutical procurement. Recommendations produced at the meeting include:

* Full and coordinated implementation of the WHO DOTS strategy by the MoHES and NIT
Reconcile the TB drugs recommended by WHO DOTS and those listed for purchase by the
NIT, and ensuring proper guantification of TB drug needs
Support adequate pharmaceutical sector legislation and registration policies
Adjust the language of the TB tender document to ensure the quality of the drugs procured
Improve the management, distribution, and monitoring of TB drugs

Following these discussions, RPM planned to meet with the TB Tender Commission, an ad-hoc
committee convened specifically for the 1999 TB tender. RPM planned to work with the
committee members to draft and review the tender document and bring it up to international
standards. One of the challenges that RPM faced in providing direct technical assistance was the
difficulty gathering all the members of the TB Tender Commission at this meeting. As a result,
RPM met only with the Head of the Drug Policy Department of the MoHES, who was also the
Deputy Chair of the TB Tender Commission. A representative of Abt ZdravReform was also
present at this meeting.

RPM made a thorough analysis of national procurement legislation and the 1998 TB tender
documents. After the gaps had been identified, RPM suggested a set of additions and changes to
the 1999 tender document to improve the procurement process and bring it into compliance with
accepted international standards. With the improvements, the final document would be in full
compliance with these standards. In addition to providing the TB Tender Commission with the
revised draft TB Tender document, RPM also created a generic template SBD to be used for
pharmaceutical procurement. The template SBD fully complies with standard procurement
guidelines.
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As Table 1 illustrates, of the 21 improvements that RPM suggested, 15 were incorporated into
the final TB tender document:

Table 1: Comparison of RPM suggestions on the 1999 Kazakhstan TB Tender
Document and the final tender document

Included in
final TB
tender
document

# | RPM Suggestions for Improvement of Tender Documents

Bidder Eligibility

Include a clause in the tender document stating that bidders should not be
1 | associated, directly or indirectly, with organizations which have been engaged Yes
by the purchaser in consulting services or in the preparation of tender
documents and specifications.

Definition of Domestic Manufacture and Priority Yes (50% of
) . . product
There are no domestic manufacturers of TB drugs in Kazakhstan, so priority value)
2 | cannot be given to domestic producers. The clause should specify if
repackaging factories can be considered as domestic manufacturers. (10% off the

Specify margin of domestic preference, if any. stated price)

Qualifications of manufacturer

This section is covered in the bidding documentation. However, a few changes
could be made to meet usual requirements that establish the supplier’s
eligibility, namely:

3 | * Business history Yes
* Proof of legal licenses and representation agreement with manufacturer(s) Yes
¢ Financial and annual report(s) Yes
e Proof of business registration(s) Yes
e Customers references Yes

Bid Bonds/Security Bonds

4 Determine the value of the bid bond to be a certain percentage of the value of Yes
the tender, and secure documentation from bidders ensuring the availability of 2%)
the bond funds.
Performance Bonds

5 | To ensure the quality of delivery, determine the value of the performance bond No

to be a certain percentage of the value of the tender, and secure documentation
from bidders ensuring the availability of the bond funds.
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' Product Samples

Because of past experience with the delivery of low quality drugs, require
samples of products for laboratory tests and quality assurance.

No

Technical specifications for each product

Require National, British or United States pharmacopeial standards for the
products to meet the World Bank’s International Competitive Bidding
guidelines.

Yes

Packing requirements

A clear packing slip should accompany each consignment, indicating the
carton’s contents and the expiry dates of the contents.

Include a clause in the tender document stating that the specifications and
quality of the packages or hard blister packs must comply with requirements
indicated in the tender document. No alterations are acceptable unless
confirmed in writing.

Yes

Losses and Damage

The purchaser should add a clause stating that the supplier is liable for all
losses, damage, or expense due to unsuitable packing. The contract should
stipulate how any losses will be recovered.

Yes

10

Shelf life of goods and expiry date

All items must arrive at the port of entry (imported and local) with a remaining
shelf life of at least two years or 5/6 of the total stipulated shelf life at the time
of manufacture.

Yes
(Shelf life of
at least 80%)

11

Analysis and inspection by national laboratory

The purchaser should add in the bidding document a statement that an analysis
of products must be supplied by the supplier upon request and that costs of said
analysis will be incurred by the supplier.

Yes




Objective 2: Help Local Counterparts Improve TB Tender Documents and Processes

I

12

Box label requirements

The purchaser should specify the language required on the labels. The preferred
language for labels in Kazakhstan is Russian.

In addition, it should be required that the labels include certain information.
Specifically, the external label for the box (not the outer casing) should contain
the following information:

¢ INN for the active ingredient

Trade name (if applicable)

Dosage form

Strength

Directions for use

Quantity per box (units per box)

Pharmacopoeia standards

Name and address of supplier & manufacturer (e.g., Supplier XX, Made in
YY)

Country of origin of supplier and manufacturer

Date of manufacture

Instruction for storage conditions

Product registration number and date of registration

Overprint and logo in Russian (if applicable)

Yes
(these were
entered into

the tender
document but
RPM could
not confirm
if these were
entered into
contracts)

13

Blister label requirements

If blisters are purchased for the DOTS program, the requirements for the blister
labe] are as follows:

* INN for the active ingredient

Trade name (if applicable}

Dosage form

Strength

Pharmacopoeia standards

Expiry date

Batch number

Name and address of supplier & manufacturer
Overprint and logo in Russian (if applicable)

No
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Other labeling conditions
Other conditions could include stipulations for Russian-language informational
circulars (instructions for use) to be given by the purchaser at the time the
contract is signed.
14 No
The purchaser should add the following:
® The supplier is responsible for ail printing material and costs involved.
® The purchaser reserves the right to request samples for quality check of the
printed circular prior to inserting into the boxes and shipment of products.
Outward appearance
15 This section was not discussed during the meetings however the consultant is of Yes
the opinion that the purchaser should reconsider the potentially substantial
added costs involved for printing visual identification signs on tablets.
Packing of injectables
16 | For injectables, the purchaser should add the following stipulation: package in Yes
airtight containers, protected from light and moisture.
GMP and other considerations
The purchaser should consider adding the following GMP standards to the
original bidding document:
7" Dosage form and strength v
e Name and address of supplier & manufacturer ©s
e Document number of approving product (registration number)
e Precautions (if any)
s Overprinting on packages, if required.
Exterior case identification
The following information should be added or labeled on the exterior shipping
cartons in a clearly legible manner:
18 1 . Destination country and full address and telephone number of consignee Yes
® Contract number
® Gross weight of each carton (in kg)
® Carton # of
Corrupt or Fraudulent Practices
19 Yes

Define corrupt or fraudulent practices in accordance with Kazakhstan Law.
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Primary and Secondary Awards and Contracts

20 | RPM advised that the purchaser should sign contracts with both the winner and No
the second best supplier in order to fix prices of the latter for the contract period
(in case primary supplier defaults)

Agreement with contract terms

2 Include a page in the bidding documents where the bidder agrees to contract No

with the purchaser according to the terms of the tender.

With the additions proposed by RPM and accepted by the TB Tender Commission, the 1959
Kazakhstan TB tender document is in compliance with the internationally accepted standards
(for example, The World Bank Standard Bidding Documents: Procurement of Pharmaceuticals
and Vaccines).

RPM assistance led to the development of tender documents free of most of the major omissions
found in the 1998 TB tender documents. Two omissions, however, require close attention as they
may have significant impact on product quality and availability:

1. The TB Tender Commission did not require that potential suppliers submit product samples
for laboratory testing, nor did it allow enough time for the National Laboratory to perform
tests had the samples been submitted. In an environment where TB rates are growing
dramatically largely due to reported poor drug quality, laboratory analysis of TB drugs is
crucial.

2. The TB Tender Commission does not plan to sign contracts with second-best suppliers to
secure uninterrupted drug supply in case the winner defaults. Contracts where the secondary
supplier agrees to fix the award price for the duration of contract is standard international
practice and has proved to be very useful. In some countries awards are split between the
winner and second best supplier (80% and 20% of the amount on bid, like in Russia).

Improvement of Tender Processes

It should be noted that since tender commissions in Kazakhstan are ad hoc bodies, members
sometimes have limited procurement experience. Furthermore, following an intervention such as
the recent RPM technical assistance, it is unclear if the skills and information shared with the
tender committee will be disseminated to other tender commissions. In the case of the 1999 TB
Tender Commission, only two of the members had been involved in the 1998 TB tender and
could rely on their previous experience.
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Since many of the members of the MoHES Tender Commission were not familiar with tendering
procedures and documents, RPM was asked to conduct a brief 1-2 day training to cover this gap.
This training was conducted by RPM Senior Program Associate Andrei Zagorski in Almaty,
Kazakhstan in June 1999, one day prior to the actual national TB tender.

On the request of the Tender Commission special attention was given to contracting suppliers for
TB drugs. Correct contracting may ensure adequate supplier performance and drug quality. The
following issues were covered during the training:

Tender drug nomenclature and technical specifications
Instruction for Bidders and Bidding Documents

Bid opening and evaluation procedure

Tender adjudication process

» Preliminary examination

¢ Evaluation and comparison of bids

e Domestic preference

Award of contract

Signing of contract

Drug supply quality assurance

Supplier performance monitoring

¢ Drug quality monitoring and reporting

¢ Requirements for Drug Management Information System (DMIS)
¢ Types of reports required for rational drug management

calb i

N

In addition, RPM worked with the Head of the Drug Policy Department, who is also the head of
the TB Tender Commission, and recommend that the following additions be made to the final
contracts with winning bidders:

1. Prices should be fixed for the duration of contract period

2. Drug specifications listed in a separate attachment (not just a reference to the Instruction for
Bidders)

3. Packaging standards should be part of contract

4. Drug quality requirements:

» Laboratory tests are the responsibility of a supplier

o Each batch and lot should have quality certificates

Labeling requirements should be specified

Drug information format should be specified (contents and language)

Delivery schedule should be developed, and be part of contract

Fines for late delivery or substandard quality should be identified and agreed upon

A clause on corrupt or fraudulent practices should be added

o e N

The RPM consultant reiterated the recommendation that contracts should be signed with the
second-best bidders to fix the price and quantities in case the winner defaults.
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Drug Selection

Drug selection plays a pivotal role in any procurement strategy. Since RPM's mandate was to
assist with the development if tender documents and observe the TB tender, drug selection issues
fell outside of RPM’s scope of work. However, RPM uncovered a need to address the situation
to provide baseline indicators and to increase the effectiveness of RPM programming. RPM
activities and findings in thjs area follow.

The TB drug selection process in Kazakhstan seems to be heavily lobbied by various institutions,
including procurement agencies, medical schools, and medical research institutes. The selection
of TB drugs for the 1998 national TB tender was not transparent, nor did the list of selected TB
drugs comply with DOTS recommendations. For example, several obsolete drugs, like ftivazid
and kanamycin, non- DOTS combination drugs (triple combination of isoniazide, rifampicin, and
ethambutol, also known as HRE), and injectable forms of isoniazide and rifampicin were
included in tender list. As a result, scarce funds were allocated for non-DOTS drugs, there was
redundant procurement of TB drugs required for the second (ambulatory) stage of treatment, and
TB drugs for treating the acute stage of TB were not purchased in appropriate quantities.

To provide a basis for assessing the TB drug procurement situation, RPM reviewed the 1998
Kazakhstan Essential Drug List (EDL) for TB Drugs and compared it with DOTS guidelines:

Table 2: Comparison of WHO DOTS essential drugs and the 1998 Kazakhstan

Essential TB Drugs List
WHO Essential TB Kazakhstan
Drugs Dosage Form Strength EDL
Isoniazide (H) Tablet 100mg X
300mg
Rifampicin (R) Capsule or Tablet 150mg X
300mg X
Pyrazinamide (Z) Tablet 400mg
500mg X
Ethambutol (E) Tablet 100mg X
400mg X
Streptomycin (T)* Powder for injection lg X

* X indicates present
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Table 3 is a cross-check of WHO-recommended Fixed-Dose Combination (FDC) drugs and
those included in the 1998 EDL. The table utilizes the formulation of essentiail FDC TB drugs
based on WHO FDC List.

Table 3: Comparison of WHO FDC TB Drugs to 1998 Kazakhstan EDL

Essential Anti-TB Drug
Fixed Dose Combinations Dosage Form Strength Kazakhstan EDL

¢ For daily use

Thioacetazone + isoniazide | Tablet 50mg + 100mg

Ethambutol + isoniazide Tablet 400 + 150mg

Rifampicin + isoniazide Tablet 150mg + 75mg X
300mg + 150mg

Rifampicin + isoniazide + Tablet 150mg +75mg +400mg | X

Pyrazinamide

¢ For intermittent use

(thrice weekly)

Rifampicin + isoniazide Tablet [50mg + 150mg

Rifampicin + isoniazide + Tablet 150mg +150mg + 500mg

Pyrazinamide |

* X indicates present

** The dosage forms and strengths of separate and FDC anti-tuberculosis drugs in the list correspond o
international standards and recommendations for the treatment of tuberculosis infections. Only Pyrazinamide in the
triple combination was corrected to 400mg from 500mg as recorded in the IFB.

Table 3 shows that Kazakhstan chose only two FDC options in the 1998 procurement, indicating
a possible inability to comply with WHO DOTS treatment guidelines.

As mentioned above, drug selection for the 1999 TB tender was beyond RPM's scope of work.
However, due to the importance of the drug selection process to the tender process, RPM
decided to coordinate a meeting between the National Institute of Tuberculosis (NIT), several
USAID-funded projects in CAR, including Abt ZdravReform, HOPE, and CDC, and experts
from the WHO. At this meeting the participants reviewed the draft 1999 Kazakhstan TB EDL
and made recommendations.
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Of the eight suggestions made by the group, five were fully incorporated into the fina] TB tender
document. The group made the following recommendations regarding drug selection:

Table 4: Recommendations on Drug Selection
Changes made ’
Recommendations to tender drug
list? |
1 Change the order of Isoniazid/Rifampicin from 75/100 mg to 100/150mg. Yes
Both drugs are registered in Kazakhstan.
If change under (1) is agreed upon, quantities for Isoniazid 300mg should
2 | be reduced or removed if stocks are available in the oblasts. The quantities Yes
for Isoniazid 100mg should be increased.
3 | Remove Rifampicin 300 mg injectable and Isoniazid injectable from the list Yes
According to WHO recommendations, H/R/Z dosage for intensive care of No
4 both patient categories (I + II) should read 75/150/400 mg and not H/R/Z
75/150/500 mg. 150/225/
750
If the Lederle product “Myrin” triple (H/R/E) combination is in stock, as Yes
reported by MoHES officials, quantities of the triple combinations (H/R/Z) z .
5 | to be purchased in the list should be reduced, and the quantities of quantity
puren . : ’ q : doubled in 1999
Pyrazinamide 500mg increased instead for first and second categories of
patients in intensive phase.
6 Increase the quantity of Ethambutol 400mg. Yes
Quantity x 2.5
Capreomycin, Prothionamide, Cycloserine, and Ofloxacin should be strictly No
- recommended only for the treatment of multi-drug resistant TB. Given 16.69% of
limited financial resources, the NTC should consider making purchases of funds spent on
first-line drugs a priority. 2-nd line drugs
RPM recommended that drugs supplied by a single source not be included
8 | on the tender list, and instead procure them through direct negotiations with No
the individual suppliers (drugs for MDR-TB, cycloserine and capreomycin)

The group stressed the importance of the use of Fixed-Dose Combination (FDC) drugs, a new
and improved strategy recommended by the WHO, to combat tuberculosis infections. Training
staff in the use these methods should be conducted simultaneously.

The final list of TB drugs to be procured through the 1999 national tender was provided to RPM
only after the tender had been announced. The final decision on which drugs to include in the list
was made solely by the NIT.
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The list contained tweive drug products:

Table 5: List of TB Drugs for Tender in 1999

Drug Name Unit (Pack Size| Quantity # of Units

1 |Isoniazide 100 tablet 1000 6200
6,200,000

2 |Rifampicin 150 tablet 1000 3000
3,000,000

3 |Pirazinamide 500 tablet 1000 13000
13,000,000

4 |Ethambutol 400 tablet 1000 8000
8,000,000

5 :Streptomycin 1,0 injectable l 750000
750,000

6 |Isoniazide 300+ Rifampicin | tablet 1000 2000
450; (or: Isoniazid 100 + (6000) 2,000,000

Rifampicin 150)

7 |Isoniazide 75 + Rifampicin tablet 80 105000
150 + Ethambutol 300 8,400,000|

8 |Izoniazide 150+ Rifampicin| tablet 1000 1000
225+ Pyrazinamide 750 1,000,000

9 |Capreomycin 1,0 injectable 1 9000
9,000

10 |Prothionamide 250 tablet 50 %00
45,000

11 |Cycloserine 250 tablet 100 200
20,000

12 |Sparfloxacine 200 tablet 6 700
4,200

The group could not verify the accuracy of requested drug quantities supplied by the NIT and
jisted above. The MoHES did not provide current information on supplies that were previously
delivered, consumption data, quantities available in the pipeline, and projected use or program
growth. It is thus impossible to evaluate the rationale behind quantification figures.

Attachment 5 contains additional comments on TB drug selection made by the Project HOPE TB
specialist.



Objective 2: Help Local Counterparts Improve TB Tender Documents and Processes 23

Outcomes
Training

All Tender Commission members were familiarized with proper tender documents and trained in
standard tendering procedures.

Quality Tender Documents

The 1999 national TB drug tender document was in accordance with international standards.
Participant Satisfaction

No complaints on the tender process were filed by any of the potential suppliers.

Regional Impact

At the request of the USAID Mission, the Head of Procurement Department of Fergana Oblast in
Uzbekistan attended RPM training in preparation for oblast pooled procurement

Qutputs

The following documents and materials were developed with the RPM assistance:

Generic Standard Bidding Document template

Instruction for Bidders

Drug specifications recommendations

Spreadsheets for supplier pre-qualification

Spreadsheet for tender adjudication

Templates for tender protocols

Contract template

Principles of Good Procurement Practices

Development of a Job Description for an In-house Kazakh Procurement Specialist
RPM Kazakhstan Trip Report, Visit to Almaty, April 1999
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Objective 3: Observe TB Tender and Provide
Comments and Recommendations

Background

As previously mentioned the 1998 national TB tender reportedly resulted in the procurement of
low quality drugs at high prices. At the time of the tender there was significant controversy about
transparency in the tender process and contract awards. To mitigate such problems in the 1999
TB tender, the USAID Mission in Kazakhstan requested that RPM assistance in developing
tender documents and training in tender processes be followed by observation of the actual TB
tender. USAID also requested that RPM provide recommendations to the TB Tender
Commission during and after the tender process.

Mode of Implementation
RPM Senior Program Associate Andrei Zagorski observed the 1999 TB tender.
The 1999 TB Drug Tender

The Republic of Kazakhstan allocated 274,000,000 tenge to procure TB drugs for the National
TB Program ($2,075,757, exchange rate $1=132 tenge). The TB tender took place in Almaty on
June 22-23, 1999 (see Attachment 6 for Persons Involved in TB Tender).

Bid Submission
Tender documents were purchased by the following fifteen potential suppliers:

Novartis Pharma
GlaxoWellcome

Medion AG

Rezlov Ltd., Almaty
Medexport Italy
BruPharmExpo
Altair-Pharma, Almaty
AFFK "Romat", Almaty

. Sis Medical

10. Eli Lilly

11. Reddis Laboratories, India
12. Almaty Pharmaceutical Factory
13. Anavi, Almaty

14. Medtrans Company, Almaty
15. Wyeth Lederle

R N

PREVIOUS PAGE BLANK
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Bid Opening

Bids were opened on June 22, 1999, as scheduled, in the presence of the potential suppliers’
representatives and the media. No bids were opened before the specified date, and no bids were
received after the date. A written record was kept of all bids received.

To ensure the transparency of the process, the bid opening was shown on all local television
channels. The TB Tender Commission also issued a press release describing the TB situation in
Kazakhstan and the role of the TB tender in implementing the National TB Program.

The Chair of the Tender Commission announced the value of each offer, the documents
submitted with each bid, and the value of the bid bond. Each submitted document was then
signed by the Chair of the Tender Commission and the potential supplier’s representative, and
stamped with the NIT stamp.

A total of eight potential suppliers submitted bids. One of these, Reddis Laboratories, submitted
the bid bond in cash in a sealed envelope. The RPM consultant recommend that the unopened
envelop be returned immediately to the supplier to prevent any corruption accusations. As
recommended, the bid bond was returned to the supplier, and a note of the situation was entered
into the Tender Protocol.

Evaluation of Potential Suppliers

The first step in evaluating the bids was to determine which offers were non-responsive to tender
conditions, meaning which bidders were immediately disqualified.

Bids from the following potential suppliers were submitted and evaluated:

Novartis Pharma

GlaxoWellcome

Medexport Italy

AFFK "Romat", Almaty

Eli Lilly

Reddis Laboratories, India

Almaty Pharmaceutical Factory (a Kazakh repackaging company that represented two
foreign firms, Ipka of India and Sanavita of Germany)

8. Wyeth Lederle

NownewN

Of the eight potential suppliers that submitted bids, the following were considered non-
responsive and were disqualified:

o Medexport Italy: the certificate of product registration in the country of manufacture
contained corrections and later additions; several documents were not translated from Italian
into Russian
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» AFFK "Romat" (represented Lupin Laboratories, India): WHO GMP certificate contained
corrections and later insertions; the cost of the bid was not stated; pharmacopeial standards
for the products was not identified; several documents were not translated into Russian

¢ Reddis Laboratories: did not submit the bid bond (the bid bond was offered to TB Tender
Commission as cash in an envelope, and was returned to the supplier unopened)

® Almaty Pharmaceutical Factory (documents for Ipka manufacturer): WHO GMP certificate
contained corrections and later insertions

*» Wyeth Lederle: did not submit registration documents; did not submit a Jetter from a bank
regarding its financial viability

Evaluation of Offers

Product offers from the responsive potential suppliers were evaluated according to the schedule
of requirements outlined in the tender documents. The product requirements included the
international nonproprietary name (INN), strength in metric units, the basic unit, package size,
and the number of packages needed.
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After carefully considering each item on the tender list, the Tender Commission awarded

contracts to the following suppliers based on product compliance and best price:

Table 6: Contracts Awarded in 1999 TB Tender
Drug name, . Pack| #of . Price |Price per| Value
strength (mg) Winner Size | Packs # of Units per Pack| Unit USD
l{isoniazid 100 Almaty 1000] 6,200 6,200,000 0.6 0.009 59,520
PharmFact
(Sanavita)
2[Rifampicin 150 |Novartis 1000 3,000/ 3,000,000 32.5] 0.0325 97,500
3[Pirazinamide 500 |Almaty 1000 13,000(13,000,00 374 00374 486,200
PharmFact 0
(Sanavita)
4|Ethambutol 400 [Novartis 1000| 8,000 8,000,000 269 0.0269] 215,200
5|Streptomycin Almaty 1/750,000/ 750,000 0.16 0.16] 120,000
1000 PharmFact
{Sanavita)
6|Isoniazid 300+ |GlaxoWelcome 1000| 2,000| 2,000,000 147 0.147 294,000
Rifampicin 450
T|lzoniazide 150+ [Novartis 100G 1000 1000000 111 0.111] 111,000
Rifampicin 225+
Pyrazinamide
750
8|Capreomycin Eli Lilly 1l 5000 9000 11.5 11.5| 103,500
1000
9|Prothionamide  [Almaty 50 900 45000 10.5 0.21 9,450
250 PharmFact
(Sanavita)
10{Cycloserine 250 |Eli Lilly 100 200 20000 154.5 1.545 30,900
11|Sparfloxacine Not purchased
12 ggﬁbf:gzn Not purchased
Total:| 1,527,270

Two TB drugs, the Lederle triple combination HRE (Myrin) and sparfloxacine, were not
purchased through the tender because the suppliers of the two drugs were disqualified. RPM
strongly recommended that the drugs not be purchased at all, since they are non-compliant with
WHO DOTS treatment guidelines.
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In addition to the concern that the drugs are not DOTS compliant, it is possible that purchase of
these drugs could result in a significant waste of resources. The projected budgetary obligation of
the products, according to the NIT, was $529,200 for Myrin (at $0.063 per tablet), and $3,150 for
sparfloxacine (at $0.75 per tablet). The value estimated for sparfloxacine does not correspond
with standard international prices for sparfloxacine, and in fact drastically underestimates the
cost of this drug. Sparfloxacine is manufactured by only one company, Rhone-Poulenk Rhorer,
and 1s sold at the international market at $5.68 per tablet (“Second Line Drugs for MDR-TB:
Manufactures, Formulations, and Prices™), which would put up the expenditures on this product
to $24,612.

RPM suggested that the money allocated for these two drugs be spent instead on the additional
procurement of first-line TB drugs. The recommendation of the RPM consultant was not entered
into the final tender protocol. Instead, the Tender Commission entered a statement in the final
tender protocol recommending that the Committee of Health to ask for permission from the
National Procurement Agency to procure sparfloxacine and Myrin through direct negotiations
with suppliers (see Attachment 9, Tender Protocols).

Tender Qutcomes
Drug Products Compliant with WHO DOTS Guidelines

Through the 1999 TB Tender, Kazakhstan procured ten TB drugs, 83.31% of which (by value)
were first-line drugs, and 16.69% of which were second-line drugs used to treat drug-resistant
TB. It should be noted that all the drugs procured through the 1999 tender are compliant with
WHO DOTS standards.

In contrast, the 1998 TB tender TB DOTS Drugs in 1998 and 1999

was expected to effectively Tenders

initiate implementation of the

WHO DOTS program. This 90.00%

did not happen due to a lack of 80.00% MB3.31%
the drugs necessary to launch 70.00% - DOTS_
the program. For example, of 60.00% -

all drugs purchased in 1998, 50.00% -

only 26% by value were in 40.00%

compliance with DOTS 30.00% A

standards. The situation 20.00% -

changed in 1999. The graph to 10.00% -

the right illustrates changes in 0.00% A :

the proportion of DOTS 1998 1999
compliant vs. non-DOTS BDOTS Drugs 26.56% 83.31%
compliant drugs in 1998 and B Other drugs 73.44% 16.69%

1999:




30 Objective 3: Observe TB Tender '

The following chart illustrates the breakdown by USD value for each drug product of the 1999
TB drug tender:

TB Tender 1999 Izoniazid 150+
Rifampicin
225+
_ Pirazinamide
Streptomycin Isoniazid 300+ 750 Capreomycin
1,0 Ritampicin 450 79 1,0

19% 7%

Prothionamide

8%

250
Ethambutol 1%
400 Cycloserine
14% 250
2%
Isoniazid 100

4%

Pirazinamide

500 Rifampicin 150
32% 6%

The mix of drugs in the 1999 TB drug procurement represents a considerable step toward
rational TB drug use. However, RPM remains concerned that the Committee of Health may
insist on direct single-source procurement of FDC Myrin (HRE). In the 1998 TB Tender, FDC
Myrin accounted for 62.45% of funds allocated for the TB drugs, despite its non-compliance
with DOTS regimens. RPM suggests that the MoHES instead purchase vital first-line drugs with
the remaining funds and thus be better equipped to effectively treat new TB cases.

Product Quality Standards Improved

The Drug Policy Department informed RPM of significant problems with the quality of TB
drugs procured through the 1998 tender. According to the Department, TB facilities complained
about late deliveries by suppliers, decomposition of tablets, bad smell, and notably low efficacy
of the products. These complaints, however, were not recorded officially, and it is not possible to
identify the suppliers with poor performance.

RPM determined that deficient tender documents and drug specifications (discussed above) may
have contributed to the low quality of TB drugs procured in 1998. For 1999, with improved
tender documents, strict supplier pre-qualification criteria, and clear drug specifications, TB
drugs were procured from manufacturers of high intemational standing, such as Novartis,
GlaxoWellcome, Eli Lilly, and Sanavita. However, if drug quality standards are not enforced in
the contracts with suppliers and through supplier performance monitoring, there is no guarantee
of drug quality even from reputable international suppliers.
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Product Prices Reduced

As discussed above, of 15 potential suppliers that purchased tender documents only eight
actually submitted bids. This was because new 1999 tender requirements called for higher drug
quality standards (WHO GMP certificate, registration in the country of manufacture,
pharmacopeial standards, etc.), so fewer suppliers were likely to qualify. With the reduced
number of potential suppliers, the TB Tender Commission expected significantly higher prices
than in the 1998 Tender. However, the price of first-line TB drugs was actually reduced.

RPM compared the prices paid (in USD) for TB drugs for 1998 and 1999 (See Attachment 7,
Price Comparison Table). The graph below illustrates the changes in prices (in USD) between
the 1998 and 1998 TB tenders for first-line TB drugs:

Firstline TB Drugs: Price Comparison
11998 M1999 |
0.2+
0.18+ 10160
0.16 Loe
0.14+ [
0.121
0.1
0.081
0.06 0.037. 0.0374
0.04+ LORLE Fis) — 0.0258 VULOT
Re=<dll 5] & &
° oniazid | Rifampicin |Plrazinamid | Ethambutol | Stre ptomyci
100 150 € 500 400 n1,0
01998 | 0.0096 0.037 0.037 0.0258 0.184
W1995 | 0.0096 0.0325 0.0374 0.0269 0.160

Using 1998 and 1999 TB tender prices and 1999 drug quantities, RPM calculated that 1999 USD
prices for first-line TB drugs were reduced by 1.5 percent from 1998 levels. This 1.5 percent
price reduction could be attributed to larger pack sizes specified in tender docurnents (1000 tablet
bottles instead of 20 or 100 tablet blisters in 1998), and larger quantities of products put on
tender in 1999.

This price reduction suggests high cost-effectiveness of the 1999 TB tender, especially since the
drugs will likely be of better quality and efficacy than those procured in 1998,
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At the same time, prices paid by Kazakhstan for TB drugs are still far higher than standard
international prices. Using Isoniazide as an example, a calculation of internationally accepted
prices revealed the following:

Table 7: Standard International Price for Isoniazid 100 mg

Product name Average price Insurance, | Total price
per tablet (US$) | freight and | per tablet
charges (US$)

Isoniazid 100mg 0.0038 + 30% 0.00494
* Based on MSH International Price Indicator Guide, 1998

RPM then compared prices offered by the winning bidder in the 1999 TB tender for packs of
1000 tablets of Isoniazid 100 mg:

Table 8: Price Paid in 1999 for Isoniazide 100 mg vs. Standard International Price
Product name Price per pack of Price per tablet Difference factor
1000 tablets* (compared to Standard
International Price)
Isoniazid 100 mg US$ 9.60 US$ 0.0096 0.0096/0.00494 = 1.96

* The price shown include insurance, freight, registration and handling charges (INCOTERMS DDP)

There was almost a 200 percent difference in the price paid for Isoniazid 100 mg by the
Kazakhstan MoHES and the price expected if using average international prices, indicating a
possible waste of resources.

Worldwide experience has shown that payment terms have the most significant influence on
drug prices. In the 1999 TB Tender, one supplier offered to deliver 10 percent additional
products over the amount procured provided that the MoHES pre-pay for the procured drugs.
This offer was not accepted because the MoHES could not guarantee the pre-payment. In
addition, informal discussions with international drug companies that participated in the tender
revealed that they could lower prices by at least 15-20% if the MoHES were to guarantee a
payment schedule. Currently, though, the MoHES promises to pay for the tendered drugs only as
the Ministry of Finance makes funds available.

Furthermore, since Kazakhstan is experiencing a deteriorating econormic situation, drug suppliers
are attempting to protect their revenues by boosting prices. High drug prices could also be related
to insufficient competition among suppliers, as is reviewed in the following section.

Lack of Competition Among Drug Suppliers

A total of 22 suppliers expressed interest in supplying TB drugs in the 1998 and 1999 TB
tenders. Despite their interest, of twelve suppliers that purchased TB tender documents in 1998
only seven (58 percent) actually submitted bids. In 1999 participation was even lower: of the
fifteen suppliers that purchased TB tender documents only eight (53 percent) submitted bids.
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The table below illustrates supplier participation in the 1998 and 1999 TB tenders:
Table 9: Supplier Participation in 1998 and 1999 TB Tenders
p Drug Supnlier Purchased | Submitted | Awarded | Purchased | Submitted | Awarded
g Supp 1998 docs | 1998 bid | contract | 1999 docs | 1999 bid | contract
{ | "Amity International”, v v v
2 | "Kadutsey”, Astana B
3 "Vremya Kazakhstan", o V
JSC, Almaty =
4 | AFFK "Romat", Almaty | # - v Vo ol
5 | Almaty Pharmaceutical SR v v v
Factory s -
6 | Altair-Pharma, Almaty v
7 | Anavi, Almaty v L
8 Baq_] Rang Company, v v
India
9 | BruPharmExpo v v
10 | CIECH-Polfa, Poland v v
1y | EtiLilly v Cvo |V Simele
o source.
12 | GlaxoWellcome v V. [V
13 | Medexport Italy v v v
14 Medial AG, Switzerland v v v Single
: source
15 | Medicus-Center, Almaty v v
16 | Medion AG v
17 Medtrans Company, -
Almaty '
18 | Novartis Pharma v v v
19 Rec}dls Laboratories, v v
India
20 | Rezlov Lid., Almaty v
21 | Sis Medical v
22 | Wyeth Lederle v v

For some drug products in both 1998 and 1999 tenders there was no competition at all (isoniazid
10% 5 ml and rifampicin 300 injectable in 1998; capreomycin and cycloserine in 1999).
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It should also be noted that of the 22 suppliers on the market only two (9 percent) submitted bids
for both the 1998 and 1999 TB tenders. While it is difficult to determine the exact reasons for
this, some companies reported a lack of time to prepare bids due to the very short period between
the tender announcement and the deadline for bid submission (25 days). In addition, some
companies could not comply with the 1999 TB tender’s higher requirements for qualification and
drug quality.

The MoHES should seriously consider ways to boost competition between suppliers. One way to
do so is by increasing the number of reliable international suppliers and manufacturers registered
in the country. Currently the drug registration mechanism in Kazakhstan does not encouraging
companies to enter the market because it is expensive and lengthy. Companies pay
approximately $3,000 USD for each drug product, and the registration process may take up to a
year. For example, Eli Lilly registered its product Cycloserine in December 1998, but still has
not received the registration certificate. This situation makes registration unattractive and in
some cases unaffordable for the international manufacturers of quality generic first-line TB drugs
(like IDA, ECHO, ORBI-PHARMA, and others).

Furthermore, the Kazakhstan has no formal system for monitoring and recording supplier
performance. Monitoring systems often serve to promote contract compliance by the suppliers.



Objective 4: Provide Recommendations on Drug Procurement and
Management in Kazakhstan

RPM did not have a mandate to perform a comprehensive assessment of the pharmaceutical
sector in Kazakhstan with tools developed and tested in other RPM countries. Thus, the
recommendations that follow are based on an understanding of the drug management situation
derived from meetings with Kazakhstan health officials and the USAID Mission, comments
made by the participants of the RPM General Procurement Workshop, and experts of USAID-
funded projects and the WHO (see Attachment 8, Persons Met).

Recommendations on Drug Supply Management for National Health Programs
Assure procurement of quality drugs

A drug tender, no matter how successful it is, cannot guarantee that pharmaceuticals are always
available for the patients, nor that they are of the promised good quality. A National Health
Program, such as the National TB Program, may fail if the MoHES does not consider
strengthening its oversight of national programs, focusing specifically on drug procurement
quality assurance. Such oversight could include the following activities that should be the
responsibility of one Ministry department:

Coordinate all aspects of drug quantification and selection

Establish procurement methods and guidelines

Adhere to proper tender procedures

Assist with prequalification of suppliers

Monitor supplier, storage, and user performance

Oversee drug recalls, quality complaints, laboratory tests

Monitor drug use by health facilities

Maintain a data base with information on each drug product and its supplier

RPM has proposed a set of activities that may help establish a system of drug management for
the National Health Programs (see Attachment 9, Draft Proposal for RPM CAR Activities).

Create Drug Information Center

The MoHES may consider establishing a National Drug Information Center (DIC) that would
provide up-to-date, evidence-based information on pharmaceuticals and modern treatment
methods. Financial investments needed to establish such Center are rewarded by potential
savings from the rational use of cost-effective drugs that best suit therapeutic needs. RPM has
considerable experience working with twelve Russian and one Moldovan DICs established by
the United States Pharmacopeia (USP)/RPM. Cooperation and information sharing among the
DICs helps to strengthen and broaden the work of each DIC, and this interaction could
significantly benefit the Kazakh pharmaceutical sector.



36 Objective 4: Provide Recommendations on Drug Procurement and Management i .

Capitalize on regional expertise

It is advisable that the MoHES consider the tender experience of neighboring countries.
Kyrgystan, for example, conducted drug tenders using World Bank funds, Russian-language
documents, and procurement guidelines. In January 1999 RPM conducted a General
Procurement Workshop for participants from nine NIS countries. Among other activities, the
workshop provided a venue for representatives from Kyrgystan, Uzbekistan, Georgia, Armenia,
Moldova, and Russia to share their experiences in national tendering. Kazakhstan MoHES
representatives did not attend those sessions.

Simplify registration process

The MoHES could review the policy on registration of pharmaceuticals, drugs, and medical kits
to allow the participation of nonprofit wholesale companies such as IDA, Mission Pharma, and
Echo, among others. This could increase competition, reduce prices, and improve drug quality.
Currently, the registration of one product costs US$3000, and US$500 more for the same product
in a different strength. In addition, the process tends to be lengthy. The pharmaceutical market in
Kazakhstan is relatively small, with approximately 25 suppliers and 3000 registered drugs, which
is dominated by four or five companies and three manufacturers. Simplifying the registration
process could lead to better supplier and product availability.

Recommendations on Drug Tenders
Establish permanent tender board

The MoHES may consider establishing a permanent tender board for competitive procurement of
pharmaceuticals for National Health Programs. The current practice of using ad hoc Tender
commissions is neither cost- nor resource-effective. It requires significant time and effort to train
specialists in drug tendering, and the experience and institutional memory these specialists
acquire in doing so is invaluable and should be utilized.

Standardize tender documents

Tender documents developed for the 1999 TB tender were in accord with international standards
and with minor improvements may be used as basis for tenders of other pharmaceuticals. The
MOoHES is advised to make sure this template continues to be applied.

A procurement manual would complement the tender template. RPM did not have a mandate to
develop a procurement manual that could serve as a resource for other specialists, but USAID
may wish to consider supporting the development of a procurement guide.
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Lengthen and announce tender process

Preparation for a national tender requires more time than was given for the 1998 and 1999 TB
tenders. The 1999 TB tender bidders had only 25 days to prepare their bids. If each step in a
standard tender process is followed, the whole tender should take at least six to eight months.
Potential suppliers may need at least three months to prepare bids properly (time between tender
announcement and bid submission deadline).

Wider announcement of tenders is recommended, including announcement in international
specialized editions and through trade departments of Embassies.

Improve drug selection for tenders

Drug selection should not be handled by only one person. Rational and transparent drug selection
requires wide involvement of local specialists along with international consultants from the
organizations and projects operating in the country (USAID-funded projects such as Abt
ZdravReform, HOPE, CDC, and RPM, as well as WHO).

Priority should be given to first-line TB drugs in the dosage forms and strengths included in the
WHO EDL.

It is advisable to spend the remaining funds from 1999 tender on additional procurement of the
first-line drugs by negotiating larger contract quantities with the tender winners. There is concem
that funds will be spent drugs that are not included in DOTS standards.

Quantify drug needs for tenders

Proper quantification of drug needs may have a significant impact on tender outcomes.
Collecting precise data on consumption and morbidity should precede all quantification and
procurement activities. Quantification should be done using standard formula. The MoHES may
consider delegating this responsibility to speciaily trained staff of the department responsible for
drug management for National Health Programs. Intemational consultants of USAID-funded
projects or the WHO could provide training.

Ensure drug quality

Ensuring the quality of drugs procured for National Health Programs should become a top
priority for the MOHES. A requirement should be added to all tender documents for the
submission of drug samples for testing by bidding suppliers. For drugs that the National Drug
Quality Laboratory is not equipped to carry out, suppliers could be required to send samples for
testing to an independent international laboratory (such as Crown Agents), and submit a quality
certificate as part of the bidding documents.

The MoHES may also want to invest in laboratory equipment to conduct thin layer
chromatography, which performs reliable, rapid, and inexpensive testing of drug products.
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Contract with two suppliers

It 1s advisable to sign contracts with both the winning supplier and the second best supplier of
each product. A contract with the second best supplier fixes the offered tender price for the
duration of the contract pericd, and will ensure drug availability in case the primary supplier
defaults. If this occurs, the second supplier’s contract is activated.

Recommendations on Drug Supply Management at the Regional (Oblast) Level
Establish reporting mechanisms for oblast procurement offices

With the exception of major national programs, such as the national TB program, the
responsibility for drug management and procurement in Kazakhstan has devoived to the regional
(oblast) level. However, the MoHES may consider establishing reporting mechanisms that would
help the central level to have a better understanding of how and what drugs are procured by
oblasts. Such a system could also help determine whether procurements are in compliance with
national formulary and registration regulations (the RPM proposal in Attachment 9 addresses
some of these issues).

Practice pooled procurement
In the face of diminishing drug budgets, it is advisable that the MoHES consider assisting oblasts

to establish a system of pooled procurement. Pooled procurement can help to reduce drug prices
and make quality control more effective.



Lessons Learned

Project-Related

The implementation methods selected for RPM activities were effective for achieving the
immediate goals set by USAID. Specifically, targeted, short-term technical assistance is a
cost-effective programmatic method when the expected output or outcome is a document
(tender documents), participation in a one-time process (drug tender), or training in general
issues (drug procurement). However, sustainability of RPM efforts will largely depend on
MoHES willingness to accept RPM recommendations to establish drug management
mechanisms for national health programs.

Hands-on technical assistance to a limited number of local experts is a very effective
approach for building local drug management capacity. It allows for professional dialogue
with counterparts and immediate feedback. However, local capacity in drug tendering will be
sustainable only if future tender commissions are comprised of the same RPM-trained staff.

Collaboration with several USAID-funded organizations and the WHO proved to be very
successful. RPM did not have significant previous experience working in the CAR, and
benefited from the experience and technical expertise of Abt ZdravReform and Project
HOPE. In preparation for the workshop, communication and leveraging with WHO allowed
for a better understanding of procurement problems in the CAR.

Subcontracting AED to organize the January 1999 Regional General Procurement Workshop
helped avoid many problems that otherwise could have occurred if the Workshop had been
organized from the US. AED's excellent skills in providing logistical support and bringing
together participants from ten countries are commendable.

The idea of a regional workshop proved to be fruitful. Participants were very interested in
sharing their experience with each other and learning about approaches used in other NIS
countries to solve procurement problems. It is advisable that such workshops be conducted
regularly.

Pharmaceutical Sector-Related

Data from a comprehensive pharmaceutical sector assessment provides critical information
that helps plan and carry out activities aimed at improving the drug supply. Since the
responsibility for drug supply develved to the oblast level in 1995 and1996, the MoHES does
not seem to collect any data on the national drug supply status. It may be advisable for the
sake of future international projects (USAID-funded and others) to conduct a thorough
pharmaceutical sector assessment that would identify gaps and provide baseline indicators.

Kazakhstan may benefit from specialized training of oblast procurement specialists in aspects
of pooled procurement.
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Lessons Learned ]

National TB Program-Related

Short-term technical assistance was sufficient to capacitate the TB Tender Commission. As a
result, the 1999 National TB Tender was conducted according to international competitive
procurement standards.

The National TB Program may face significant difficulties without oversight from the
MoHES on drug selection for TB treatment, procurement, distribution, and use (see
Recommendations for Drug Supply Management for National Health Programs).

The drug component of the National TB Program requires more attention from international
projects and MoHES. It is evident from the TB drug list proposed for the 1999 tender that
multi-drug resistant tuberculosis (MDR-TB) is a growing problem in Kazakhstan. It may be
necessary to look at all drugs used in TB facilities, and expand the tender list to cover all
drug needs of TB facilities through the National tender. In addition, it may be useful to
review drug dispensing practices and to monitor DOTS implementation.

-
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Attachment 2: Regional General Procurement Workshop Program
Almaty, January 20 - 24, 1999
Day 1 | January 20 Time
Opening Ceremony: Dr. A A. Akanov, Deputy Head of Health 9:00-9:30
Committee; Dr. S.S. Duseynov, Head of Drug Supply Department
USAID
Workshop goals: A. Zagorski, MSH
' General Overview of the Pharmaceutical Management Cycle, 9:30-10:30
Andrei Zagorski, MSH
' National Drug Policy, Dr. Talgat Nurgozhin, Abt Associates 10:30-11:00
Coffee Break 11:00-11:30
' General Overview of the Procurement Cycle {Andrei Zagorski) 11:30-13:00
| Lunch 13:00-14:00
Drug Selection for Tender, Professor A.Z. Zurdinov, Chair of 14:00-14:30
Pharmacological Committee, Kyrgyz Republic
Requirements for Procurement of TB Drugs (Kestutis Miskinis, 14:30-16:00
Project HOPE)
Coffee Break 16:00-16:30
Discussion 16:30-17:00
Day 2 | January 21
Drug Quantification Didactic Session, Michael Gabra, MSH 9:00-10:30
| Drug Quantification for Procurement Practices, L.A. Kuznetsova, | 10:30-11:00
Head of Drug Supply Division, Almaty Health Department
| Coffee Break 11:00-11:30
Drug Quantification Exercises 11:30-13:00
Lunch 13:00-14:00
Working Groupl: Quantification 14:00-16:00
Coffee Break 16:00-16:30
Working Groupl: Presentations 16:30-17:30
Discussion 17:30-18:60
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Day 3 | January 22
Tender Management Part 1: Tender Documents, Michael Gabra, 9:00-10:30
MSH
Tender Management Practices and Documentation, S.A. 10:30-11:00
Abdrahmanov, Head of Drug and Medical Supply Department,
Kazakhstan Health Committee
Coffee Break 11:00-11:30
Working Group 2: Tender Documents 11:30-13:00
Lunch 13:00-14:00
Working Group 2: Presentations 14:00-15:00
Tender Management Part 2: Tender Adjudication, Michael Gabra, | 15:00-16:00
MSH
Coffee Break 16:00-16:30
Working Group 3: Tender Adjudication 16:30-17:30
Working Group 3: Presentations 17:30-18:00
Day 4 | January 23
Quality Assurance for Drug Procurement. Andrei Zagorski, MSH | 9:00-10:30
Quality Assurance Practices, Professor K.D. Rahimov, Chair of 10:30-11:00
Pharmacological Committee, Republic of Kazakhstan
Coffee break 11:00-11:30
Contract Management, Michael Gabra, MSH 11:30-13:00
Lunch 13:00-14:00
Working Group 4: Contract Management 14:00-16:00
Coffee break 16:00-16:30
Working Group 4: Presentations 16:30-17:00
Splitting Tender Practiced in Russia. Konstantin Perov, Associate | 17:00-18:00
Professor, Institute of Public Procurement, Moscow
Day § | January 24
Final Presentations from Working Groups 10:00-11:00
Coffee break 11:00-11:30
Final Presentations from Working Groups 11:30-12:30
Closing Ceremony: Andrei Zagorski, Michael Gabra, participants | 12:30-13:00
Lunch 13:00-14:00
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Attachment 3: List of Participants
Regional Generai Procurement Workshop, January 20 - 24, 1999
1. Kazakhstan
Name Position Address Contact #
[ Abdrahmanov Serik Head of Drug and Almaty 480003 Tel: (3272)
Medical Supply Ablai Hana 63 33-02-14
Procurement Dept. Public Health Committee
2 Rakhimov Khairolla Almaty 480003
Ablai Hana 63
Public Health Committee
3 Kuznetsova Larisa Head of Drug Almaty 480070 Tel: (3272)
Procurement Dept. Djandosova 6 44-34-96
Public Health Department
4 | Zviageniseva Irina Senior Specialist of Almaty 480070 Tel: (3272)
Drug Procurement Djandosova 6 44-86-29
Dept. Public Health Department
5 | Glyzhina QOlga Senior Specialist of Almaty 480091 Tel: (3272)
Drug Procurement Ablai Hana 91 62-67-71
Dept. Health Administration of Almaty
Oblast
6 Kisileva Yelena Semnior Specialist of Astana 473000 Tel: (3172)
Drug Procurement Polevaya 8 24-42-30
Dept. Public Health Department
7 Zakirova Zhanylsyn Senior Specialist of Astana 473000 Tel: (3172)
Drug Procurement Zheltoksan 50, Health 33-714-92
Dept. Administration of Akmola Oblast
8 Kudaibergenova Senior Specialist of Shmkent 486050 Tel: (3252)
Gulvira Drug Procurement Kazybek-bi 26, Health Department | 53-63-57
Dept. of South-Kazakhstan Qblast
9 | Nizametdinova Alisa | Senior Specialist of Karaganda 470061 Tel: (3212)
Drug Procurement 40 Let Kazakhstana 2, Health 41-14-24
Dept. Admin. of Karaganda Oblast
10 | Djanira Galina Head of Drug Pavladar 637002 Tel: (3132)
Procurement Dept. Toraigyrova 70/2, Health 57-02-11
Administration of Pavladar Oblast
11 | Yskak Bayan Senior Specialist of Aktyubinsk 463018 Tel: (3132) |
Drug Procurement Abulhair hana 40, Health 57-02-11
Dept. Administration of Aktyubinsk
Oblast
12 | Doskaliyeva Lailya Senior Specialist of Atyrau 465000 Tel: (31222)
Drug Procurement Aiteke-bi 77, Health 3-09-37
Dept. Administration of Atyrau Oblast
13 | Tortayeva Aizhan Senior Specialist of Taraz, 41 Pushkina, apt. 30 Tel: (32622)
Drug Procurement Health Department of Jambyl 33636, 33584
Dept. Oblast
14 | Okolelova Lyubov Head of Drug Petropavlovsk, Lenina 56 Tel: (3152)
: Procurement Dept. Health Department of North 45-25-31
B Kazakhstan oblast 46-92-68
LIS Gubaidullina Liliya Project HOPE Almaty, Behkozhinan 5, HOPE 61-87-47
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2. Kyrgyzstan
Name Pasition Address Contact #
16 | Zurdinov Ashiraly Chair of Bishkek 720020 Tet: (3312)
Pharmacological Ahunbaeva 92, Kyrgyz State 545 853
Commitiee Medical Academy
17 | Zankorczova Mariam | Head of Bishkek 720040 Tel: (3312)
Pharmaceutical Frunze 340, Mandatory Medical 226456/
Department Insurance Fund 222218
18 | Esenjanova Gulmira Pharmaceutical Bishkek 720040 Tel: (3312)
Department Togolok melda 3, Bld. 4 Rebublic | 662 185
Associate, RK MOH | of Kyrgyzstan Ministry of Health
19 | Kadyrova Ninel Medical Insurance
Fund
3. Uzbekistan
Name Position Address Contact # |
20 | Akilov Farkhad Chief Urologist Tashkent 700109 Tel: (3712) |
Hodjaeva 1, Center for Urology 468 375
and Nephrosurgery
21 | Nabiyev Safiulla Head of Department, | Tashkent 700111 Tel: (3712)
MOH Navoi 12, RU Ministru of Health 411 701
22 | Salikhov Bahtiyar Deputy Director of Tashkent Oblast 702164 Tel: (3711)
"Uzmedtechnika" Geofizika village 612 067
23 | Nigmanov Mirakbar Deputy Chair of JS Tashkent 700069 Tel: (3712)
"Daori-Dormon” Mirpulatova 1-a, JS "Dori- 482 503
Dormon"
24 | Zakirov Kadir Head of Surgery Tashkent 700115 Tel: (3712)
Department Farhadskaya 10, Center for 772 611
Thoracic Surgery 772 622
4. Turkmenistan
Name Position Address Contact #
25 | Aliskerova Gulnara Consultant, Ashkhabad 744000 Fax: 36-13-
Pharmaceutical Mahtumkuli 182-a, "Gairat” 30
Corporation "Gairat” 24-83-38
24-86-88
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S. Tajikistan
Name Position Address Contact #
26 { Isupov Salomiddin Chairman of
Tajikpharmindustry
Committee
27 | Daviatov Makhmadali | Head of the
Department,
Tajikpharmacia
28 | Davlatshoev Head of Pharmacia,
\ Abdukhalik Hatlon Oblast
ES‘ Khakberdyev Asror Head of Procurement
| Dpt. Leninabad
| 30 | Pulatova Ditbar Head of Procurement
L Dpt. MOH
| 31 | Amirshoev Faizullo | Head of Dept.
TajikPharmacia
32 | Salimov Nousratullo TajikPharmacia
6. Russia
Name Position Address Contact #
33 | Alexandre Deputy Director R&D and | Moscow 103009 Tel: 229-7647
Gladkov Education, lnstitute of Maly Gnezdikovski per. 4/2 Fax: 956-1397
Public Procurement Public Procurement [nstitute home: 288-6912
of State University - Higher
School of Economics
34 | Konstantin A. Assistant {rainer, Chair of Moscow 103009 E-mail:
Perov Public Procurement, Maly Grezdikovski per. 4/2 rov@i-
consultant to the Moscow Public Procurement Institute | connect.ru
Government on drug of State University - Higher Tel: 229-7647
procurement School of Economics Fax: 956-1397
home: 176-5943
35 | Krestinski louri | Director General "Farmacevticheskiy Vestnik” | 334-2429
L Chair of Editorial Board Anaiytical Center and Gazette | krest@bionika.ru
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7. Moldova
Name Position Address Contact #
36 | Rita Seicas Senior Specialist, Chisinau 2009 Tel: 729860
Department of V.Alexandri St.1. 729805
Pharmacy and Health | Department of Pharmacy and Tel/fax:
RM MOH Health, Republic of Moldova 729388
Fax: 738781
37 | Vladimir Captari Senior Specialist, Chisinau 2009 Tel: 720860
Department of V.Alexandri St.1. 729805
Pharmacy and Health | Department of Pharmacy and Tel/fax:
RM MOH Health, Republic of Moldova 729388
Fax: 738781
8. Georgia
Name Position Address Contact #
38 | Giorgi Bujiashvili UMCOR Health Georgia, Thilisi Tel: (995-32)
Manager Agmashenebeli avenue 189-A 94-34-03 or
| UMCOR 94-34-05
9. Armenia
Name Position Address Contact #
39 | Tatul Hakobyan Procurement Officer, 16 Karapet Ulnetsu St. Tel: (3742)
UMCOR Yerevan 375037 284-141
Republic of Armenia 282977
AT&T
fax/phone:
151-894
e-mail:
tatul@umcor.
arminco.com
40 | Albert T. Head of Tender 8 Tumanyan St
Hovhannisyan Committee, MOH Yerevan 01,

Republic of Armenia

4] | Manvelyan Vilen

Procurement Dept.
Ministry of Health
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Attachment 4: Summary of Workshop Evaluation
Regional General Procurement Workshop, January 20 - 24, 1999
1. &I11.: Participants’ Country, Level of Activity, Health Sector Type
Level: National | Vertical | Oblast | Rayon City Facillity l MMIF NGO Private
Level National Sector
Programs
Total #
Country: participants
Kazakhstan 15 1 1 9 3 1
 Kygystan 4 2 2 2
Uzbekistan 5 2 2 1
Turkministan 1 1
Tajikistan 7 2 2 3
Russia 3 2 1
Moldova y 2
Georgia 1
Armenia 3 1 1
# Participants 41 10 8 12 ] 3 2 1 3 3
% by involvement 24% 19% |29% | 0% 73% | 48% | 2.4% | 7.3% | 7.3%

ITl. Years of Participants' Experience in Drug Procurement = average 4.5 years

IV. Personal Objectives at the Workshop

1. Get new information

2. Meet with colleagues
3. Leamn about experience in other countries

4. I was sent by authorities

5. Not certain about superiors
6. Other: Share my own experience

25
17
23
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V. Confidence in Elements of Drug Supply Management®*

Elements Before and After the Workshop: Before  After

1. National Drug Policies 3.36 4.20
2. National Drug Procurement Regulations 3.52 4.12
3. Organization of Drug procurement 3.20 4.28
4. Drug Procurement Strategies 3.08 4.16
5. Content of Nationa! Formulary 3.6 4.16
6. Drug Selection for procurement 3.04 4.04
7. Quantification 3.20 4.12
8. Tender Management 3.16 4.16
6. Selection and Prequalification of Suppliers 3.32 4.20
10. Tender Announcement 3.40 4.16
11. Tender Documents 3.04 4.08
12. Contracting 3.32 4.24
13, Management of Finance 3.16 4.00
14, Supplier Performance Monitoring 2.29 3.92
15. Quality Assurance 3.28 4.08

* answers are based on a five point confidence scale:

I

not at all confident

= somewhat confident
moderately confident
very confident

th A W R -
I

extremely confident



50

Attachments ,

V1. Presenters Performance and Workshop Evaluation

Scale:

9 -7 = Good (better, than was expected)
6 - 4 = Satisfactory (as was expected)
3 -1 = Bad (worse than was expected)

Presenters and -Workshop Good Satisfactory | Bad
Evaluation
1.|Organization of the Workshop 8.08
2.|Content of the Workshop 7.72
Presenters:

3.]A. Zagorski 8.44

4.)M. Gabra 8.52

5.]K. Miskinis 7.64

6.(T. Nurgozhin 7.24

7.|A. Zurdinov 6.80
8.|L. Kuznetsova 6.96
9.|S. Abdrahmanov 5.76
10. K. Rahimov 7.68
11.]A. Gladkov 7.44
12.|K. Perov 7.68
13.[Materials for Participants'
14. [Presentation Slides 7.24
15.|Accommodation and Meals 7.28
16. Usefulness of Received Information 8.40

: Workshop materials were sent to the participants by mail after the workshop due to baggage
loss by British Airways. The baggage was delivered after the workshop.
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Attachment 5: Recommendations on TB Drug Purchase, Project HOPE
PR OJECT

HOPE

Almaty, June 8, 1999

Comments on TB Drug Purchase, National Tender of the Republic of Kazakhstan

In the last year tender on TB drug purchase there were big mistakes made which affected the
effectiveness of the National TB program. The main drawbacks of the previous tender are listed

below:

almost all purchased drugs were manufactured in India and Pakistan,

there was no reliable information on the experience of clinical usage of these drugs,
independent specialists and consultants of international organizations did not take part
in the discussions of tender committee,

choice of drugs did not correspond with the official list of TB drugs recommended by
WHO,

choice of drugs was unfortunate,

a big part of drugs was injections

The following drugs purchased in the last year tender should be mentioned as unfortunate:

the most unfortunate drug is a combination of Isoniazid + Rifampicin + Ethambutol
(Myrin). The purchased amount of this drug was dozens of times higher than
necessary while other widely used combinations recommended by WHO (Isoniazid +
Rifampicin in different dosages) were not purchased,

Phtivazide, the drug that has not been used in developed countries due to its
ineffectiveness for about thirty years was purchased,

Kanamycin which is not included in standard methods of treatment and is used as a
second line drug was purchased.

Unfortunately, looking at the list of drugs to be purchased this year it is clear that some of last
year mistakes are about to be repeated.

Single Drugs

Single drugs are intended for treating TB in-patients in the intensive phase. The following drugs
“were chosen neglectfully:

-

Isoniazid 0,3 which is used widely while treating adult patients who constitute 90%
of all patients will not be provided. Treatment of adult TB patients using child dose
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0,1 has a psychological pressure on patients who will have to take 3 pills instead of
one.

- Rifampicin. 0,15 dosage of the drug is acceptable but it is desirable to have the dose
of 0,3 purchased. This capsule is convenient for patients who weigh more than 50
kilos, since they will take 2 capsules instead of 4.

- Pyrazinamide. 0,5 dose is acceptable, however, the dose of 0,4 would be better for
children sick with TB. That is why part of the drugs should better be of 0.4 dose.

- Ethambutol, 0,4 dose is acceptable but it is preferable to have part of the drugs by
the dose of 0,1 for children.

- Streptomycin. WHO recommend tablets instead of injections. It looks like the
amount Streptomycin to be purchased is too much. It is advisable that the amount of
Streptomycin is re-counted and reduced and more Ethambutol should be purchased.

Combined Drugs

The most acknowledged combination is Isoniazid + Rifampicin. WHO recommend different
dosages of the combination, the most popular are 75mg + 150mg, 100mg + 150mg, 150mg +
300mg. In the continuation phase the most widely used dose is 150mg + 150mg. This
combination in Kazakhstan will be widely used for treatment in the contiruation phase. Since
continuation phase is carried out in out-patient departments, the combination 150mg + 150mg
should constitute the biggest part of purchased Isoniazid + Rifampicin.

Combination Isoniazid + Rifampicin + Ethambutol js not recommended by WHO and should not
be purchased. This drug combination can be used in treating patients of category 2 (relapses and
failed cases) in the continuation phase. The number of these patients is insignificant, about 10%.
In the last year tender a great amount of this drug was purchased and will last for a long time.

Combination of Isoniazid + Rifampicin + Pyrazinamide is recommended by WHO and should
be purchased. However, the dosage of 150mg + 225mg + 750mg is intended for treating patients
who weigh less than 50 kilos. For patients that weigh more the recommended dose is 150mg +
150mg + 500mg. It is important to keep in mind that combined drugs will be used by out-
patients. The number of out-patients in Kazakhstan is insignificant and the amount of these
drugs should be limited.

Second Line Drugs

Second line drugs are intended for treating patients to which standard DOTS therapy could not
be applied. Those drugs are to be used in DOTS + therapy which can be implemented only after
the complete implementation of DOTS and there are patients who received two standard courses
of therapy and did not get cured. If second line drugs start to get used in treating TB patients
before DOTS implementation is completed there will appear patients who are drug resistant in a
little while. Treatment using second line drugs is very expensive and not very effective.

Wide DOTS implementatior started this year in the republic and first results of failures will be
known in the year 2000. That is why treatment of patients using second line drugs, i.e. applying
DOTS + and purchasing second line drugs would be untimely.
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It is bewildering to see on the list of second line drugs Sparphloxacin of Chlorquinolones group.
Clinical experience of using this drug.

15 insufficient. In developed countries other more effective representatives of Chlorquinolones
(Ophloxacin, Cyprophloxacin) are used in TB treatment.

As for other second line drugs — Capreomycin, Protionamide, Cycloserinum, they could be
purchased later after DOTS is completely implemented. It is acceptable to purchase a small
amount of these drugs for the purposes of research but not for the whole country.

The Amount of Purchased Drugs

It is hard to comment on the amount of drugs to be purchased since there is not enough
information available. In order to evaluate the amount of drugs it is necessary to look at the
estimation: how many patients of different categories there are, how many children will go
through chemoprophylaxis using Isoniazid, what policy will be applied to chronic patients (in the
Soviet sense of the word, not WHQO). Only after the analysis of the above mentioned aspects will
it be possible to comment on the correctness of ordered drugs.

Conclusions and Recommendations to the Tender Committee

1. Supplement single drugs with Isoniazid 0,3. Order single drugs for children if possible.
2. Take off the list of purchase:
- combination of Isoniazid + Rifampicin + Ethambutol,
- second line drugs: Protionamide, Cycloserinum, Capreomycin, Sparphloxacin
3. Supplement the purchase with the combination Isoniazid + Rifampicin = 150mg +
150mg for treating out-patients,
4. Revise the amount of drugs to be ordered in accordance with provided estimations.

Dr. Kestutis Miskinis,
Project HOPE
Medical Director
WHO TB Expert
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Attachment 6: Persons Involved in 1999 TB Tender

Almaty
June 22-23, 1999

Tender Commission

E.E. Durumbetov -  Chair of Tender Commission, Deputy Chair of the RK Minister of
Health, Education and Sport (MoHES)

S.A. Abdrahmanov - Deputy Chair of Tender Commission, head of Drug Policy
Department of MoHES

S.R. Musinov - Deputy Chair of Tender Commission, Head of Health Reforms
Department

Members of the Tender Commission
B.S. Baiserkin - Chief specialist of Sanitary-Epidemiological Department of
MoHES, coordinator of TB program

A.A. Zhangireev -  Director of National Institute of Tuberculosis
R.Zh. Zhunusova -  Head of Financial Department of MOHES

Secretariat
M.O. Mirzabekov -  Chief specialist of Drug Policy Department

A.B. Nurgabylova- Head of Department at National Center for Promotion of Healthy
Life Style

Observers

Indira Aitmagambetova, - USAID/Kazakhstan Project Mangement Specialist
Andret Zagorski ~  RPM CAR Country Project Manager, MSH
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Attachment 7:

Price Comparison Table
1998 and 1999 Kazakhstan National TB Tenders

Price Comparison Table: 1998 and 1999 National TB Tenders

Drug Name # of Units | Price per Value of % by | #of Units | Price per | Value of each |% by value
Purchased | Unit 1998 (each product) value of | Purchased | Unit 1999 product of drugs
in 1998 Tender |[purchased in| drugs in 1999 Tender purchased in | purchased
1998 purchased 1998 in 1998
in 1998
1 |Isoniazid 100 2,000,000 0.00958 19,160 0.773%| 6,200,000 0.0096 59,520 3.50%
2 |{Isoniazid 300 3,000,000 0.0171 51,300, 2.070%
3 |Isoniazid 10% S0 ml inj 200,000 0.52 104,000 4.196%
4 {Rifampicin 150 1,600,000 0.037 59,200  2.388%]| 3,000,000 0.0325 97,500 6.38%
5 |Rifampicin 300 2,000,000 0.058 116,000 4.680%
6 IRifampicin 300 inj 30,000 5.616 168,480 6.797%
7 |Pirazinamide 500 6,000,000{ 0.0374 224,400  9.053%| 13,000,000 0.0374 486,200 31.83%
8 |Ethambutol 400 3,000,000 0.0258 77,4001 3.123%| 8,000,000 0.0269 215,200 14.09%
9 |Streptomycin 1,0 600,000 0.1846 110,760, 4.468% 750,000 0.16 120,000 7.86%
10|fsoniazid 300+ 2,000,000} 0.147 294,000  19.25%
Rifampicin 450
11 {Isoniazid 75 + 24,000,000 0.0645 1,548,000l 62.452%| 8,400,000
Rifampicin 150 +
Ethambutol 300**
12 [Izoniazid 150+ 1,000,000 0.111 111,000 7.27%
Rifampicin 225+
Pirazinamide 750
13 |Capreomycin 1,0 9,000 11.5 103,500 6.78%
14 |Prothionamide 250 45,000 0.21 9,450 0.62%
15{Cycloserine 250 20,000 1.545 30,900 2.02%
16 |Sparfloxacine 200** 4,200
TOTALS: 2,478,700 1,527,270
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Attachment 8: Persons Met
USAID

Dr. Indira Aitmagambetova, USAID/Kazakhstan Project Management Specialist
Kathryn Stratos, USAID/Kazakhstan Project Management Specialist

US Government Grantee and Contractor Representatives

Grace Hafner, Director, Public Health Programs, Abt Associates, Almaty

Talgat Nurgozin, Pharmacologist, Abt Associates, Almaty

Jerome Donovan, Country Manager for Kazakhstan, Booz-Allen &Hamilton, Inc, Trade
Investment Project, Almaty

Kestutis Miskinis, Medical Director, Project HOPE, Almaty

Michael Zeilinger, Program Director Tuberculosis Programs, Central Asia, Project HOPE,

Almaty

Nuripa Alievna Mukanova, Project Manager, Abt Associates, Bishkek

Natalia Ivanchuk, Participant Training Manager, Academy for Educational Development

Susan Lloyd Public Health Specialist, Centers for Disease Control and Prevention

Gulzhan Muratbayeva, Medical Officer, M.D., Centers for Disease Control and Prevention

Kazakhstan Local Counterparts

Dr. Aman Zhangireev, Director, TB Institute

Klara Khasanova, Head of Monitoring and Evaluation, TB Research Institute

Dr. Kalesbek Abdullin, former head of drug procurement, Professor of Pharmacology

Mr. Faizulia B. Bismuldin, Head of Department, Committce of Health, Ministry of Education,
Cultures and Health:

E.E. Durumbetov - Chair of Tender Commission, Deputy Chair of the RK Minister of Health,
Education and Sport (MoHES)

S.A. Abdrahmanov - Deputy Chair of Tender Commission, Head of Drug Policy Department of
MoHES

S.R. Musinov - Deputy Chair of Tender Commission, Head of Health Reforms Department
B.S. Baiserkin - Chief specialist of Sanitary-Epidemiological Department of MoHES,
coordinator of TB program

R.Zh. Zhunusova - Head of Financial Department of MoHES

M.O. Mirzabekov - Chief specialist of Dmg Policy Department

A B. Nurgabylova - Head of Department at National Center for Promotion of Healthy Life Style

Kyrgystan Local Counterparts

Chinara Seitlieva, Component Coordinator for Pharmaceutical Management, Kyrgyz Republic
Ministry of Health Technical Coordination Committee of Health Reform Project

Marat Mambetov, Director, Ministry of Health of the Kyrgyz Republic Department on Drug
Provision and Medical Equipment

Ibraimova, First Deputy, Republican Mandatory Health Insurance Fund, Kyrgyz Republic



Attachments 57

Private Sector

William Wickham, Area Director for CIS-Asia and Caucasus, Bristol-Myers Squibb
Mr. K. Buleghenov, Amity International (Private Wholesaler)

Other Donors
Almaz Imanbaev, National Professional Officer, WHO Liason Office, Kyrgystan

Dr. Massoud Dara, Medecins Sans Frontieres (MSF)
Mr. Golikov Vladislav, International City-County Management Association (ICMA)
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Attachment 9: Draft Proposal for RPM CAR (Kazakhstan) Activities
September 1999 —~ June 2000

The following proposal is based on 1) RPM’s experience in Kazakhstan, 2) consensus achieved
with the Mission, and 3) discussions with Kazakh health officials responsible for the
pharmaceutical sector.

Background

During the period of 1994-1996 Kazakhstan implemented health sector reforms that included
privatization of retail pharmacies and wholesalers involved in the procurement and distribution
of drugs, and devolution of drug supply responsibilities for public health to oblast authorities.
During the course of reforms most, if not ail, central and oblast level Pharmacy Departments,
responsible for regulation in both the pubic and private sectors, were eliminated. Further,
trained professionals from Pharmacy Departments moved rapidly to positions in the private
sector.

In addition to the loss of regulatory authority, management information on drug procurement,
distribution, and consumption coming from these departments ceased being sent to the
Department of Drug Policy of the Central Health Committee/MoHES that has overall
responsibility for drug management in Kazakhstan. The staff of the Drug Policy Department, by
their own admission, lack necessary management experience and know-how required for the
decision making.

The resulting situation is one where rational pharmaceutical management and regulation in both
the public and private sectors is lacking, and little information exists on how drugs are being
purchased, distributed and used.

The need for information and management skills at the central level increased dramatically with
the creation of National Health Sector Programs on tuberculosis, diabetes, and infectious
discases, all of which are administered by the Department of Drug Policy.

Lack of managerial skills at the Drug Policy Department resulted in deficient procurement
practices and poor drug availability.

For example, a 1998 national TB drug tender was conducted without data on existing stocks of
TB drugs, projected need for these drugs, or distribution/consumption information for the TB
drugs procured the previous years. Mechanisms for monitoring supplier performance and
distribution were not in place. As a result, hospitals reported receiving irregular shipments of
extremely poor quality drugs. The Department of Drug Policy was never informed, and never
requested information, on whether hospitals expecting drugs actually received them.
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The situation did not improve during 1998-1999, and although the Drug Policy Department was
enforced by additional staff, it did not request basic information on stocks and consumption
levels required in making decisions to quantify needs for 1999 TB tender, and organize proper
distribution monitoring.

If the situation with proper management of National Health Programs does not improve, it may
put these programs in jeopardy.

RPM Proposal

RPM will address the situation described above by providing training and technical assistance to
develop local capacity in pharmaceutical sector management, and to ensure availability and
quality of essential drugs for public health system. RPM will assist in establishing mechanisms
for 1) planning, managing, monitoring and evaluating drug programs, 2) analyzing and
controlling drug expenditures, 3) ensuring quality assurance in drug procurement, and 4)
mmplementing drug management information systems.

Proposed activities will include:

1. A brief assessment to identify specific technical assistance and training needs at the
National and regional levels, and identification of collaborating organizations

2. A workshop on Pharmaceutical Sector Management, and immediate technical assistance
in initiating management data collection

3. Technical Assistance in analyzing and processing data required for deciston-making in
Management of Pharmaceutical Sector, and establishment of reporting mechanisms

4, Assessment of the established Pharmaceutical Sector Management mechanisms, and
presentation of the outcomes to the Committee of Health

5. Afinal project report will be completed.

Activities are discussed below:
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Activity 1:

Activity
Description

Mode of
Implementation

Collaboration

Target
Audience

Persons
Responsible

Length of
Travel

Probable
Outcomes

Brief assessment of technical assistance and training needs at the National
and regional levels and identification of collaborating organizations

RPM will conduct a targeted assessment trip to Almaty, Astana, and several
oblasts to identify future partners and collaborating government bodies;
RPM will discuss country needs with decision-makers, identify gaps, and
develop a plan of interventions.

Brief survey of the pharmaceutical sector management
Interviews with key decision makers at the National and regional levels

Abt ZdravReform Project

Commitice of Health of Republic of Kazakhstan;
Oblast Health Administrations

Andrei Zagorski
Requires a two-week trip to RK (one RPM person) to perform a brief
targeted assessment, and meet with decision-makers.

Needs for RPM technical assistance and training identified;
Work plan developed
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Activity 2:

Activity
Description

Mode of
Implementation

Collaboration

Target
Audience
Persons
Responsible

Length of
Travel

Probable
QOutcomes

Workshop on Pharmaceutical Sector Management and immediate follow-on
technical assistance in initiating management data collection

1. RPM will provide training in pharmaceutical sector management
covering the following technical areas:

Economics of Drug Management
Pharmaceutical Supply System Self-Assessment
Quality Assurance for Drug procurement
Managing Drug Programs

Monitoring and Evaluation of Drug programs
Analyzing and Controlling Drug Expenditures
Drug Management Information Systems

2. The week following the workshop RPM wilj provide direct technical
assistance to Department of Drug Policy, and/or selected oblasts in
development of drug management performance indicators and reporting
forms

3. RPM will initiate collection of baseline indicator data

1. Training for 3040 people
2. Direct technical assistance
3. Data collection

Abt ZdravReform Project

Department of Drug Policy of COH, Oblast Health Administration
Andrei Zagorski

MSH TBD

MSH TBD

One week for three RPM consultants to conduct the workshop, followed by
One week for two RPM consultants to provide technical assistance

1. Key decision makers trained in drug management concepts
2. Work on implementation of drug management mechanisms started
3. Drug management data collection initiated
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Activity 3: Technical Assistance in analyzing and processing data required for decision-
making in Management of Pharmaceutical Sector
Establishment of reporting mechanisms

Activity RPM will work directly with pharmaceutical sector managers at the National

Description and/or oblast levels. RPM will provide hands-on assistance in processing and
analyzing data, and development of legal support for drug management
system

Mode of Direct technical assistance

Implementation

Collaboration Abt ZdravReform Project

Target Department of Drug Policy

Audience

Persons Andrei Zagorski

Responsible MSH TBD

Length of Two weeks for two consultants

Travel

Probable Management information collected

Outcomes Reporting mechanisms established
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Assessment of the established Pharmaceuntical Sector Management

Activity 4: mechanisms, and presentation of the outcomes to the Committee of Health

Activity RPM will assess the performance of established drug management

Description mechanisms, identify gaps, make recommendations for improvements, and
present the results to the RK Committee of Health

Mode of Technical Assistance

Implementation | Information Dissemination

Collaboration Abt ZdravReform, other international health projects in Kazakhstan

Target RK Committee of Health, Department of Drug Policy, Dari Darmek, Oblast

Audience Health Administrations

Persons Andrei Zagorski

Responsible

Length of Two weeks for Andrei Zagorski

Travel

Probable Drug management system established

Outcomes Results disseminated

Activity S: Final Report on RPM CAR Activities During the Extension Period

Activity RPM will produce Final Report

Description

Target USAID

Audience

Persons Andrei Zagorski

Responsible

Probable Final Report

Outcomes
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Attachment 10; 1999 Kazakhstan TB Tender Protocol (Russian-language)

ITpoToko.a 00 HTOrax KOHKYpca Mo 3aKynke
NpoTHBOTY0epKkyNe3HBIX JeKAPCTBEHHEBIX CPeaCcTB

r. AIMaTBl 22-23 uwusa 1999

1. KonkypcHas KOMHCCHA B cOCTaBe:

Ipeacenarens - Aypymbetona E.E., 3amectutena [peacenarent K3 M30uC PK;

3amecTHTeln npencenarens ~ AbOnpaxmanosa C.A., HayambHHKZ OTAEIA JIEKAPCTBEHHOH
nonuukn K3 M30uC PK

3amecTrTens npeacedarens - Mycunosa C.P. 3am. Havaneavka YKI JIIIY n P3  Koamrera
3apaBooxpadermus M30uC PK

UneHoB KOMHCCHH:

baticepkuna 5.C. — ra. cnetmamact C3Y K3 M30uC PK

XKaurupeena A.A. — aupextop HIL] Ty6Gepkyneza K3 PK

Kyuycosoi P.XK. — Hag. otaena ¢unancHposanus K3 M30uC PK

Cexperapuara:

Miup3a6exosa M.O. — Ben. cnennanuct OJIIT K3 M30xC PK

Hypratunosoit A.B.- 3as. ota, HI IIP30XK

OTCYTCTBOBATa WIeH KOHKYpPCHOH koMHccHH benoHocoBa MLH., B cB43u ¢ HaXokneHHSM B
OTIIYCKe.

IIpHCYTCTBORATH HabmonaTeny : 3aropekuii A.IL — Men. [Tpoexta POM FOCAN]
Afitmaramberora M. — Men. npoekra 3apaBooxpanenns IOCAWU/]

22 -23 usoHst 1959 roma B I. AfMAaTEL TpOBella OTKPHITBIE KOHKYpC IO IOCYOdapCTBEHHBIM
3aKYNIKaM  [POTHBOTYOEPKYNE3HBIX JIEKADCTBEHHBIX CPEACTB JaA obecnedeHHA OGOILHEIX
TyGepkynesom Pecnybnuin Kazaxcran.

2. CymMa, BulaeneHHasa ia 3akynku 274 000 000 (nBecTH ceMplecST 1e€ThIpe MHIJIHOHA }
TEHTe.
3. KoHKYpCHVIO JOKYMEHTALMIO IPHOSpesH:

" Ne HanmenoBanHe OpranniannosEHo- Alpec n
npasoBas ¢popMa Tenedor
1. Hogaptuc ¢apma IIpea-Bo HHOCTP.GUPMBI r. AnMatel yn. Paiimbeka 50
I'nakcoBenxoM Te. 34 95 15
2. IMpen-Bo HHOCTP.GHPME n. Kok-Twobe yn. Kapacai
Memion Ar BaTeipa 171.50-11-07
3 IIpen-Bo HHOCTP.OHPMEI r.Ammatel CaMan-1, 1 Nel
Peznor JITH T.53-27-34,53-28-44
4, TOO r.AnMatel yi. Afiteke 61 175
Men3kcnopt 68-09-23
5. Hrams [Tpen-po HHOCTP.QHPMEL r.Anmatel yn. XKenrokcan 146
BprodapmaikcriopT 50-36-06,50-36-12
6. Anraup-Qapma [Ipen-so HHOCTP.HHUPMEL r.AmMaTsl yn.KaGaro6ait
6Gatrpa206-18 ,1.54-77-46
7. [A(Dd)l{ Pomar 3A0 r.Anmatst Opbura-1,40 T1.55-
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8. Sis Medical TOO rAmMarel yn  Kabanbai
Garnpa 109 T.50-37-10
9. Anait JIanu Ilpen-Bo HHOCTP.PHPMH Amnkapa,Akaii 25/11
10. Reddis Laboratoris | IIpen-Bo HHOCTp-pUPMEI r.AnMatel  yi.baiisaxosa 299
ATM. T.44-24-77
11. tbapmM.abpuxa IIpen-po HHOCTp.PHPME! r.AnMarer yn.Aifrexe 6u 98-58
AHaBH T. 62-80-66
12. OAO r.Anmartsl yi.lllesgenko 262 E
KoMmanus T.42-34-55
13. MenTpanc TOO r.AmMathl yn.Ayasszosa 23
1.58-20-53,58-20-52
14, Yaiit Jlenepne TOO r.AnMatel nip. Ans-QPapabu 71
Kasryrpap, 18, 1.47-06-09
r. AnMath yia1. Kiodkosa
1S. 166/15 44 33 65
J IIpen-Bo HOCTpP.HPMEI J

4. TlocTymunu 3anpoCkL

- OT IOTEHIIHANLHOTO TTocTaBiHKa Ne 6 “Bprogapmakcniopr” 21.06.99 B 12 —30 0 BO3ZMOXKHOCTH

OTCPOYKH TIPOBEACHHA KOHKYpCa, B CBA3H , YTO (HpPMa He YCNEBAacT B YCTaHOBJIEHHBIE CPOKH

TIOATOTOBHTh NAaKeT JOKYMEHTOB;

- OT IOTEHIKATLHOTO NocTaBmmuka Ne 11 mocTyman 3anpoc 21.06.99 B 14-30

0 BO3MOXXHOCTH BHECEHHS CYMMEI HAIHYHEIMH Ha CHeT OpraHH3aTopa KOHKYpCa;

H Ha HuX OBUTH JaHbl CIEYIONHE Pa3bACHEHHA:

- OCHOBaHHA JUIA NEPEHOCE CPOKa NPOBENEHHA KOHKYpca ORUTH MPH3HAHE! HEJIOCTATOUHEIMH;

- OBUIH mnepenadhl  OaBKOBCKHE PEKBHM3HTHL OPraBM3aTOpa KOHKYpca MHHHCTEpCTBA
30 paBOOXpaHeHHs, 00pPa30BAHHA H CHOPTA.

5. KoRkypcHy1o 3a%BKy Ha y4acTHE B KORKYPCE IIPEICTAaBHITH CIEAYIONIHE TOTeHIIHANBHEIE
NOCTaBIHKH:

CBOJHASA HHO®OPMAIIAA
0 NOCTABHIHKAX, NIPeICTABHBUIAX 3AiBKA HA YyUaACTHE B KOHKYypCe
Peructpau | HanMeHoBanHe Opranmsanuon | FOpuanvyecknif KovTakTHas
HMOHHLIA Ne | moCTaBIIHMKA HO-TIpaBoBad agpec HHQOpMamHn
noc- dopma A
TaBIIHKA Tenedon
|
Y Hosaptuc ®apma | llpencrasu- r. AIMaTH YaI. 349515
TeXbLCTBO Paitrmbexa 50
2. I'nakco Ilpeacrapu- n.Kok-Twbe 50-11-07
Bexxom TeJILCTBO ¥Ya.Kapacai
fGaTnipa 17




5. MemxenopT IIpeacrann- YiaKeaTokcan 50-36-06
HTanss TEIbLCTBO 146 50-36-12
8. ADDK “Pomat” | TOO Va.Kabanbai
Garnipa 109
10. Daaii Jiann Ilpencranu- Yabaiizakosa 44-24-77
TeJALCTRO 299
11. | Reddis IlpencraBu- Ya.Ailirexe 61 98- | 62-80-66
Laboratoris TeJILCTBO 58
12. | ®apmdabpnka 0OAO Va.lllesuenko 42-34-55
262 ¢
15. Yaiit Jlenep.e Ipencrasn- r. A1Matel 44 33 65
TeIb Kroyxosa 166/15 L

6. Cneayomue KOHKYPCHLIE 3a9BKH OBUIH OTKJIOHCHE! BCNIEACTBHE HECOOMIONEHHS TpeDOBaHHI
HHCTpykUHHE 0 NpoBefIcHHH KOHKYpCa M0 rocyJapCTBEHHOH 3aKynke NpOTHBOTYOepKy/leiHbIX
JIeKapCTBEHHBIX CPEOCTB:

KOBKYPCHAA 3a4BK2 NOTeHNHANBHOrO nocrabimka Ne 5 “Memkenopt Hranua™ B ¢BA3H ¢
HapyIlIeHHeM YCIIOBHH KOHKypca Tpeboranny MHCTpyKIHH:

1) pazgena B . 103 w pasgena I’ m. 7.2.: nMeloTCH NONTHPKH H BIICYATLIBAHHE JPYTHM
WPH$TOM MNOBepX TPEJBIAYIIETO TEKCTa B OPHIHHANIE AOKYMEHTa YIOCTOBEPAIOLIETO
PETHCTpALlMIO IpenapaTa H paspelicHHe Ha €r0 NPOH3BOACTBO H PCalH3alMic B CTpPaHE
H3TOTOBHTENE, YTO CYIIECTBEHHO BRIMAET Ha  ONEHKY KOHKYPCHOH 3adBKH H JaeT
3aBeOMOC HCKakeHHe ¢axToB; 2) pazdena B m. 1.1. HeT nepeBoaa Ha A3bIK Ha KOTOPOM
COCTABJICHA KOHKYPCHaA IOOKYMEHTAUHA pAaa TpebyeMbIX JOKyMEHTOB.

KOHKYPCHaAd 3afBKAa NOTEHOHAILHOro mnocTaBmHKa Ne 8 ADOQPK “PoMar” B CBA3H €
HapylIeHHEM YCIOBHMA KOHKypca - HHCTpyknmm TpeGopanms pasmena B m. 103,
Tpe/icTaniIeHbl: 1) HEKA4eCTBEHHLIC (QOTOKOMHH AOKYMEHTOB, 3aBEPEHHEIE NEYaTAMH C
HATHYHEeM HCIPaBICHUNA, MEKCTPOUHEIX BCTABOK H BIICYATRIBAHMK JPYTHM MPpHQTOM Ha
JOKyMeHTAUHH Moareepxnatomeii GMP ctanaapr (cepmudukatr BO3 Ha NpoH3BOACTBO) B
nakere OpHrHHAT KOHKYPCHOH 3afBki; 2} B 3af4BKE HAa YYACTHE B KOHKypce He
NpeACTABNEHA ILi¢HAa 3aiBKH; 3) B TexHHuYeckod cneuudHKauMH HE YKa3aH
(DapMakoneBHRIH cTaHaapT;, 4) pasgena B n. 1.1. HeT mepeBona Ha S3RIK HAa KOTOPOM
COCTaBNEHA KOHKYPCHasA JOKYMEHTAIHA pafa TpeGyeMBIX JOKYMEHTOB.

KOHKYpCHAs 3ajABKa moTeHumansHoro nocrasmuka Ne 11 Penane JlaGopatopus Hapymen
pasnen A n 8.1. — ner obecnieycHua KORKYPCHOH 3asBKH.

KOHKYPCHasd1 3aABKa MOTeHUManbHoro mnoctaBmuka Ne 12 AO  “AjMaturckas
tdapmdabpuxa” 1. AnMatel mo nakery goxymentoB Ne 2 ¢upMm Hnka B cBs3u c
HapYIICHHEM YCI0BHH KOHKypca -~ HMHcTpykumu tpebosamma pasnena B n. 103,
OpCACTaBICHH: 1) HeKadecTBeHHBIE HOTOKOMMHM NOKYMEHTOB, 3aBEPEHHBIE MEYATAMH ¢
HUTHIHEM HCOPABJICHHH, MEKCTPOMHEIX BCTABOK H BeYATRIBAHHHM Ha JOKYMEHTAU[HH
nogreepxaatommx GMP cramaapr (cepruduxar BO3 Ha NOpOU3BOACTBO) B [IAKeTe
OpuryHan KOHKYPCHOH 3aiBK3;



- KOHKYPCHad 3afBKa NOTEHUNHANbHOro mnocTaBmuka Ne 15 Viiar Jlemepne B cBasH ¢
HApYIIEHHMEM YCNOBHH KOHKypca paifien B n. 6.1 pm 2 — oTcyTcTByeT HOTapHAILHO
3aBEPCHHBIE KOIHH YIPEOHTENBHRIX JOKYMEHTOB TOTEHUHAIBHOTO IIOCTABINMKa; I, 7 -
OTCYTCTBYET CIipaeka 6aHKka 0 (HHAHCOBOM COCTOSHMH IIOCT2BINHKA .

7. KpaHpHKalHOHHEIC RaHHBIE IOCTABIIHKOB:

[loTeEnHanbHElE  DOCTABIIMKH  33aHMMAIOTCA  TPOM3BOACTRBOM,  peayH3aled
MEIHKaMEHTOB, TapaHTHPYIOT HOCTaBKY JEKAPCTBEHHBIX CPEACTB 3aperHCTPHPOBAHHEIX H
pa3pelicHHBIX K mNpHMEHeHHI0 B PecryOmuke Kaszaxcran. (HMEOTCS KONMMH CAEAYIONINX
OOKYMEHTOB: CCPTHOMKATHI COOTBETCTBHA, NHUEH3HH Ha (apMaleBTHYECKYIO OEATEILHOCTS,
perucTpalHoOHHEIE yaocroBepeHus PK u op.).

O6nagaror npodecCHOHANLHEIMHE — 3HAHHMAME, ONLITOM, pEOyTamMel H HMEIOT
HeoOxomumbie ¢uHaHCOBHE, MATEpHANLHEIE H TPYOOBBIE pECYpCHl IUlA  HCIIONHEHHSA
o0A3aTENLCTB B COOTBETCTBHH € JOTOBOPOM HAa H3rOTOBJICHHE H IIOCTABKY METHKAMEHTOB,
TIOATBEPXKICHHRIE PEKOMEHAATENEHBIMH NHCEMaMH, ayNHTOPCKMMY cTipaBkaMu (QUHAHCOBHEIE
PEBH3HKH 3a 3 rofa), cnpaekaMH 0aHKa 0 PHHAHCOBOH COCTOATENLHOCTH MOCTABIIAKA).

BrimonHar0T cBoM 00A3aTE/IbCTBA 10 YTIIATe HAIOTOB H APYTHX O083aTeNbHBIX IUIATEKEH
B Oromxer H Bo BHeDIOMXKeTHhle (OHALI Ha MOMEHT MOXayW 3a4BKM Ha YYaCTHE B KOHKYpCE
(Umerotcn:  CripaBKH COOTBETCTBYIOIIErD HAJIOrOBOrO opraHa 00 yrnaTe HaJIOroB M JIPYTHX
o0s13aTeNbHBIX MIATEKEH B OI0LKET H Bo BHEOIODKeTHEIE GOHIM 1A pesnaeHToB PK).

8. IloTeHnHanbHEIE MOCTABMIHKH, NMPONIEAINHE KOHKYPCHEIH 0oTOOp MO COOTBETCTBHIO NAKETa
NOKYMEHTOB TpeOOBAaHHAM MHCTpYKIHH, IIpeACTaBWIH CICAYIONIHE NEHOBLIE NPEIOKERHA 110
TIOCTaPKe NPOTHBOTYOEPKYNE3HBIX JIEKAPCTBEHHBIX CPENCTB, MNpefCTAaRIEHHHRE B CBOIOHOH
Tabmie NpPENIOKECHHH IOTCHIHANBHEIX MOCTABINMKOB, NPHIOXEHHE 1 K HAacTOAmIEMY
IIpoTokony.

9. KonkypcHas KOMHCCHA IIPH paCCMOTPEHHHM NIPEACTABNCHABIX KOHKYPCHEIX 3aSBOK HCXOAHIIA
M3 CIEAYIOLIHX KPHTEPHEB OLCHKH ¥ CONOCTABICHHA KOHKYPCHEIX 3a5BOK:

- MOJIHOTa MpEACTABIIEHHOrO MNMakeTa NOKYMEHTOB - KOHKYPCHBIX 3afBOK COTJacHO
TpeboBaHuAM MHCTpYKINH NO rocylapCcTBEHHOH 3aKyIKe NPOTHBOTYOEPKYNE3HBIX
AEKAPCTBEHHLIX CPEACTE;

- HanuueA (OTCYTCTBHA) OHOOK B pacyerax

- HanW4HA HeoOXONHMEIX TIapaHTHH, NOANHCEH M negare Ha IPEACTABICHHBIX
AOKYMEHTaX B ODHTHHATAX;

- COOTBETCTBHA MOTEHIHAIbHRIX MOCTABHIHKOB KBaJM(GHKAMOHHBIM TpeQOBaHHAM,
H3NOXEHHEM B MHCTpYKIMH 110 rOCYNapcTBEHHOH 3aKyNKe IIPOTHBOTYOEPKYIE3HAIX
NEKapCTBEHHBIX CPE/ICTR;

- NpeATOXEHHOH LeHH, corjacHo Tabmuue neH, npeicTaBIeHAOR B KOHKYpPCHO#H
3asBKE;

10. B cnyuae IOBHILIECHHS (CHMXEHHA) o0OMEHHOIO Kypca HAHOHAILHOH BaJIOTBI B XOne
HCTIOJIHEHMA KOHTPAaKTOB, 3aKa3dyHK OCTAaBnAeT 3a CoOoif MpaBo COOTBETCTBEHHO YBEIHYMTH
(YMeHBLIINTE ) 06B¢M ITOCTABOK ITO KOHTPAKTaM B [IpE/ieNax paHee YCTAHOBICHHAIX 00BEMOB.



11. Onnara 3aka34uKOM 3a NOCTaBJICHHBIC POTHBOTYOEpKYIE3Rble JIeKapCTBEHHBIE CPEICTBa
MoTenupansHpiM nNocTaBMHKaM OyAeT DPOH3BOOHTBCH H3 CPEACTB  peclyOIIHKaHCKOTrO
610/pKeTa NPeAYCMOTPEHHEIX HA 3TH LEMH B COOTBETCTBHH C 3alUIAHHPOBAHHEIM M3MeHEHHEM
0o6MeHROro Kypca HalHOHANBHOR BAOTHI 10 OHIHANBHOMY 0GMEHHOMY KYPCY HAI[HOHATLHOK
BAIIOTbI, H2 MOMEHT HX BELICIACHUA B COOTBETCTBHM ¢ CT. 9 n. 3 3akona Pecnybnuku Kazaxcran
“0 GronxernoH cucteme” ot 1.04.1999 r.

12. KogkypcHas KOMHCCHA 110 pe3ynbTaTaM OLICHKH H COMOCTaBIeRHA KOHKYpCHRIX 3asBok P E
IHITA:

1) Tlp#3uaTh BRIAIPABIIMMH KOHKYPC KOHKYPCHRIE 3afBKM CHEAYIOMMX MOTCHIHAIBHBIX
TIOCTABLIMKOR:
IMoreHunanenm# nocrabumk Ne 1. Tlpencrasurenscrso ¢pupmer “Hopaprue” (lseiinapns)
I. AJIMaThI TIO TIO3HIIHAM:
Ne 2 Pudamnuipd 0,15 Ne 1000 B xomugectee 3 000 ymakomok Ha obmyro cymmy 97 500
(OeBAHOCTO CEMB THICTY NATHCOT ) Aomtapos CIUA;
Ne 4 3rambyron 0,4 Ne 1000 B konvuecrse 8§ 000 ynakoBok Ha o6myro cymmy 215 200
(oBecTH naTHAANATH TRICAT ABECTH ) gonanapos CUIA
Ne 8 HUszonnazun 150+ Pugamnemun 225 +lInpazunaMua 750 Ne 1000 B xommzecrse 1000
y11akoBoK Ha o6myio cymmy 111 000 (cTo onurnamnate Teicay) gowtapos CIITA
Bceero Ha cymmy: 423 700 (deThipecTa ABaaUATE TPH TRICTIH ceMbeoT) gonnapoe CIIIA

[oreHunanpueii nocraBiHk Ne 2 IIpeactasurensctBo ¢upMmu  “I'nakcoBemnkoM”™
(BestuxobpuTtanug) r. AaMaTh 10 NO3HIHH

Ne 6 H3onuasun 300+Pudammunun 450 Ne 1000 B konuyectee 2 000 ynakoBOK Ha o6mryro
cyMMy 294 000 (nBecTH OeBsHOCTO HeThIpe THICHYR) qoutapoB CINA
Bcero Ha cymmy: 294 000 (apecTr DeBaHOCTO YeThipe TRICAYH) aowtapos CLIIA

[JoTeHIMANBHEE NOCTABOIMK Ne 10 TIlpeacrasuTenectao ¢upMu “Onail  JTwwomu™
(Iseiiuapus) . AIMatsl [0 NO3IHIHAM !

Ne & Kampeomunus 1,0 r komnuectae 9 000 prnakoHoB Ha oburyio cyMmmy
103 500 (cTo TpH TRICHYHM NATLCOT) Aomnapos CIIIA ;

Ne 11 Hmxnocepun 250 mr Ne 100 B xonngectse 200 ynakosok Ha o6mryro cymmy 30 900
(Tpupnate ThHicAT AeraThCOT) Jownapos CIIIA
Beero Ha cymmy 134 400 (cTo TpuaLaTh YeTHIpe THICAYH YeTHpecTa ) aoutapos CILHA

HorennuanbHelt nocraBmpk Ne 12 AO QapmanestHyeckan (abpuka (Kazaxcram) r.
ATMaTEI IO NO3HITHAM:
Nel Uzounazun 0,1 Ne 1000 B konudgecTre 6 200 ynakoBok Ha o0y cyMMy
59 520 (nATBAECHAT ACBATh NATLCOT ABAANATE ) noanapos CILIA,
Ne 3 INInpazunamug 0,5 Ne 1000 B konwaectee 13 000 ynakoBok Ha obuIyio cymmy
486 200 (ueTmpecTa BOCEMBACCAT MECTh TRICAY ABeCTH) Nonapos CILIA;
Ne 5 Crpenromuipiy 1,0 r. B kommaectee 750 000 dnakoHoB Ha ofIIYIO CYMMY
120 000 ( cTo aBaanate TricHd) donnapop CIITA;
Ne 10 lporHonamun 0,25 Ne 5¢ B xonuyecrse 900 ynakoBok Ha obmyio cyMMy
9 450 (nepstTH THICAY YeThIpECTa NATBAECAT) Josulapos CILIA



Bcero Ha cymmy 675 170 {IecThCOT CEMBAECAT IATE THICAY CTO ceMbaecaT) Aomiapos CLLIA.

2) CuHTaTh KOHKYPC HECOCTOABIIHMCA IO MO3HLIAAM:

Ne 7 M3onuasun 75+Pudammemun 150+3tam6yron 300 Ne 80

Ne 12 Cnapnokcannn 0,2 Ne 6

BCICACTBHE OTCYTCTBHA KOHKYPCHBIX 3aBOK NOTCHIHANBHRIX NOCTABNIHKOB IIPOLISALIHX
JOKYMEHTalHOHHBIH OTOOp, Ha COOTBETCTBHE IakeTa JOKYMEeHTOB NPpEACTABJICHHBIX B
KOHKYDCHO# 3asiBKe, TpeOoBaHnIM MHCTpYKIHH.

3) Ilo mosnnusamM :

Ne 2 Prdammumus 0,15 Ne 1000 B xonmyecTBe 3 (000 ymakoBOK, CHHTATh NPEeANOITHTETEHEIM
[IOCTaBIIHKOM mocie mnobemurens KoHkypca - moTeHmHambHoro nocrasnmka Ne 12 AO
®apmaliesTEdeckan ¢pabpHka (Kaszaxcran) r. AnMartsl o uere 37 gonnapos CIIA 3a ymakoBky.
Ne 3 IMmpazpunamun 0,5 Ne 1000 B konmdectBe 13 000 ynakoBOK CYMTATh MPEANOYTHTENBHBIM
nocraBuIMKOM mnocne mnobeautens Koekypca - mnoTeHumansHoro rmocraBmHka Ne 1
IIpencrasprentcreo oHpMel “Hosaptuc” ([IseHuapus) r. AnMarel mo nene 39 noinapos 60
nentoB CILA 3a ymakosky.

Ne 4 Drambyron 0,4 Ne 1000 B konmuectBe 8 000 ymakoBok CYHTaTh NpPEANOYTHTENLHEIM

NOCTABMIMKOM Iocne mnobemutens KoHkypca - moTeHuwansHoro mnocraeumka Ne 12 AO
QapmanepTHIecKan $pabpHka (KazaxcTan) r. AnmMaTthl no nede 29 nomrapos 90 nertor CILA 3a
YIIaKOBKY.

4) PexoMmennosath opranmsaTopy Konkypca — KoMuTeTy 3apaBooXpaHeHHs OOpaTHTBCR B
ATeHTCTBO 1O IrocyJapcTBeHHBIM 3akynmkaM PK ¢ npoch0oil o padpelllcHHH 3aKynkH H3
OJIHOTO HCTOMHHKA:

- KoMOMHMpOoBaHHOIO npenapata H3oxuaun75+PHpamMmunaH 150+3TamM6yTon 300 Ne
80 ;
- nekapcTBeHHoro npenapara Cnapdnoxrcanus 0,2 Ne 6

HE 3aKYIUICHHBIX B Xoze JaHHoro Konkypcea.

13. 3akazquxy - MHHHCTEpPCTBY 30paBoOXpaHEHHA, o0pa3oBaHHA H cniopTa B cpok ac 10 Hioma

1999 roza 3ax109MTE NOrOBOpa O IOCYJAPCTBEHHBIX 33aKYMKax ¢ nobeauTeniMH KOHKypCa Mo

rocyIapcTBEHHOH 3aKylKe NPOTHBOTYOEpKYNe3HEIX JEKapCTBEHHBIX CpE/CTB, YKa3aHHBIX B

n.12 macrosmero [Iporokona.

14. OpranunzaTopy koHKypca - KoMuTeTy 3apaBooxpaHeHHs MHHHCTEPCTBA 3/IpaBOOXpaHEHHH,
obpazosaHus u ciopra

- HanpaepHTs B MHHHCTEpCTBO $HHaHCOB Pecnybnuku Kasaxcran KOIMHME JaHHOIC IPOTOKONA H

JIOTOBOPOB O TOCYAAPCTBEHHELIX 3aKYMKaX A/ obecnedeHHA BElAeNeHHs OI0/DKeTHRIX CPEACTB;

- ony0IHKOBAaTh B CPEeACTBaX MaccoBoi MHPOpMALHH HTOTH NPOBENEHHOTO KOHKYypCa.

ITognucH 41EeHOB KOHKYPCHOH KOMHCCHH
[ToanKcH NOTEHIHANEHEIX TOCTABIIHKOB BHIMIPABIIHX KOHKYPC:





