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OZONE DEPLETING SUBSTANCE CONSUMPTION PHASE-OUT PROJECT THIRD TRANCHE SUB-PROJECT APPRAISAL REPORT

JSC «ALTAIVITAMINY»

A. Introduction

1.
This appraisal report documents the results of the appraisal undertaken on a medical aerosol sector ODS consumption phase-out sub-project being proposed by JSC “Altaivitaminy”. ODS phase-out opportunities at JSC “Altaivitaminy” were originally identified in 1998 during  the sub-project identification and preparation work related to the third tranche of Global Environmental Facility (GEF) Russian Federation ODS Consumption Phase-out Project (the Project). An investment Sub-Project Document was subsequently developed with the support of an international consulting firm.  This document was cleared under the World Bank STAP/OORG process and included for funding within the Project’s third tranche work program approved by the GEF Council in May 1999. This appraisal report is intended for submission to the World Bank as the implementing agency for the Project, for “no objection” and forwarding to the GEF Secretariat for endorsement in accordance with the third tranche work plan approval by the GEF Council in May 1999. The appraisal has been undertaken the Centre for Project Preparation and Implementation of International Projects on Technical Assistance (CPPI). CPPI has been assigned implementation responsibility for this and other related environmental technical assistance and investment projects by the State Committee of the Russian Federation for Environmental Protection (SCEP). SCEP is the beneficiary implementing agency for the Project. The information contained in this appraisal report is based on the results of a CPPI appraisal mission held in Biysk, between June 24 and 26, 1999, and on updated documentation and information obtained from the enterprise subsequent to the appraisal mission.  Mission members and counterparts are identified in Attachment 1. The principle documents on which this appraisal relied are:

· Global Environment Facility, Russian Federation Ozone Depleting Substances Phase-out Project, Project Document, The World Bank, Report No. 15326-RU, May 1996;

· Global Environmental Facility Trust Fund Grant Agreement, GEF trust Fund TF028314: Ozone Depleting Substance Phase-out Project, Between the Russian Federation and international Bank for Reconstruction and Development, September 29, 1996, as Amended December29, 1998 and September 8, 1999;

· Global Environment Facility, Russian Federation Ozone Depleting Substances Phase-Out Project, Project Document: Second Tranche, The World Bank, Report No. 17391-RU, February 1998;

· World Bank, Ozone Operations Resource Group, GEF Project Review, Proposed Altaivitiminy Aerosol Project, H. B. McCains, February 1999;

· Project Document: JSC «Altaivitaminy» – Substitution of CFC 11 and CFC 12 with HAPs, COWI, January, 1999;

· Global Environment Facility, Russian Federation Ozone Depleting Substances Phase-Out Project, Project Document: Project Progress Report and Third Tranche Submission, The World Bank, Report No. 18973-RU, May 1999;

· Compilation of Technical Comments Submitted by Council Members on the Work Program Approved in May 1999, Global Environmental Facility, May 1999.

B. Enterprise  Background

2.
JSC «Altaivitaminy» is one of the largest companies in the Russian pharmaceutical sector. Its plant facilities are located with the City of Biysk in the Altai Region of South Central Siberia. The enterprise was established in 1949, started drug manufacturing in 1954 and totally converted to pharmaceutical products in 1964. The company was privatized in 1992. Currently their ownership is held primarily by the management (55%) and employees (35%), with the remainder held by outside Russian investors. JSC «Altaivitaminy» produces approximately 100 different products, the principal ones in terms of sales revenue are: tablets for prophylaxis and cardiovascular conditions, gastroenterological, gynecological diseases (10.2%), liquid herbal portions, tinctures, extracts, medical oils, liniments, suppositories and creams (34.3%), vitamins (30.7%), medical aerosols (22.7%), cosmetic creams and lotions, forage additives for animals and food products etc. (2.2%). The enterprise is also the dominant national producer of such natural products as sea-buckthorn oil, guelder rose oil, silver fir oil, propolis and various drug formulations based on them. Typically, the enterprise introduces about 10 new products annually. Currently, market priorities are focusing the enterprise on high margin and demand products, such as medical aerosols. The enterprise currently employs 839 people which is a 15% annual rise in comparison to historical levels: 613 in 1995, 664 in 1996, 732 in 1997, 839 in 1998. Employment is predicted to be maintained at this level in the medium-term.

3.
The production of medical aerosol products was started in 1972 as an integrated part of the enterprise's operation. Aerosol based products represent a relatively large portion of the overall business, accounting for 22.7% of their sales and employing 280 people.  They currently have five aerosol products using CFC propellants (Olasolum, Cametonum, Proposolum, Hiposolum, Amprovisolum), one with Nitrogen (Inhaliptum), and  are about to launch a product called Salbutamol which will be a medical dosing inhalers (MDI). Current aerosol product mix is 51.2% foams (42.1 % Olasolum, 9.1% Hiposolum), and mouth/nasal inhalers (30.6% Cametonum, 16.2% Proposolum, 2% Amprovisolum). These products are marketed to about wholesale 2000 customers (in 89 regions of Russia). These include direct sales to 14 drug-stores in Biysk, on a contract basis through dealers in Moscow, Omsk, Novosibirsk, Khabarovsk and Samara. Sales are mainly domestic, with approximately 7-8% exported to other CIS countries, mainly to Belarus, Kazakhstan and Kirgyzstan. Some products (~ 1%) are sold to Australia, Canada, Germany, Israel, Slovenia, and USA.   Their main domestic competitors are JSC «ICN-Oktyabr» (St. Petersburg) and «Moshimpharmpreparati» (Moscow) along with some imports from Western Europe and the USA. JSC «Altaivitaminy»'s pricing policy is to maintain a discount relative to its main competitors, even though it is the dominant producer of medical aerosols in the Russian market, their market share being 21-24%.

4.
JSC «Altaivitaminy»’s manufacturing operation encompasses the production of aerosol formulations and filling of aerosol cans, with valves and cans being purchased. They have two locally manufactured aerosol filling lines, each equipped with two filling heads, two crimpers, two gassers. Installed production capacity of those two lines is approximately 5 million cans/year based on single shift operation.  These lines are primarily used for products using CFC propellants but one is also used for nitrogen filling. One additional locally made small filling line intended for their future MDI filling also exists. This line is provided with one filling head, one crimper and one gasser; its production capacity is 1.8 million cans/year. About 80% of aerosol products are filled in glass bottles with valves made by Ukrainian producer JSC «Stoma». JSC «Altaivitaminy» purchases tinplated aerosol cans and valves from Germany and France for Salbutamol production. Clinical tests of Salbutamol were run by “Control Institute” (under the Ministry of Health Protection of the Russian Federation). For appraisal purposes, the enterprise’s nominal filling capacity is estimated to be 5 million cans/year, based on the installed capacity of the two original CFC-based lines. At present both lines are in operation, primarily for CFC based products, although one also has the capacity to use nitrogen. The third currently unused line is not included in the appraised capacity since it will continue to use CFC propellant to manufacture MDI’s under an essential use exemption. The aerosol production was 1,076,000 cans/year in 1996, 1,606,000 cans/year in 1997, and 1,816,000 cans/year in 1998. In 1999 2,056,000 cans were filled, against a planned production of 2,000,000 cans/year. In 2000 it is planned to fill approximately 2,200,000 cans/year. Based on the design capacity of the plant, the estimated maximum potential ODS consumption at this facility would be approximately 138 MT/year if exclusively used to fill CFC based products. However, the documented ODS consumption for the past three years was: 1996- 29 MT, 1997 - 38 MT, 1998 – 53 MT ODS. In 1999, the documented ODS consumption was 54.60 MT.  Table 1 provides a detail summary of production and ODS consumption since 1996 by specific product.

5.
The original sub-project prepared the third tranche work program approved by the GEF Council in May 1999 involved a total estimated incremental investment of USD966,900 (excluding applicable taxes) and GEF sub-grant of USD631,400. The current proposed sub-project to be covered by this appraisal involves the decommissioning, and replacement of one older filling line, the conversion of a second line to pumps while retaining the present nitrogen filling capacity and the retention of the third line for use for planned CFC filling of MDI products under an essential use exemption. Table 2 provides the list of base line equipment identified in the Sub-Project Document to be subject to monitored disposal and, in the case of retained equipment, regulatory monitoring, in accordance with the Sub-Grant Agreement (SGA).  
TABLE  1

HISTORICAL PRODUCTION AND ODS CONSUMPTION

Product Name
Usage
CFC used per can
Type of Container
1996
1997


1998
1999





Cans

(x103)
CFC

(MT)
Cans

(x103)
CFC

(MT)
Cans

(x103)
CFC

(MT)
Cans

(x103)
CFC

(MT)

Olasolum
Wound and burn treatment – foam
20 g.
Aluminum can
420
8.40
630
12.60
764
15.3
755
15.10

Cametonum
Throat and nose treatment – inhaler
40 g.
Glass bottle
159
6.36
175
7.00
557
22.3
419
16.76

Proposolum
Cure mouth ailments, infections
40 g.
Glass bottle
241
9.54
180
7.20
291
11.6
315
12.60

Hiposolum
Foam treatment for mouth / vagina 
18 g.
Glass bottle
160
2.88
442
7.96
166
3.0
429
7.72

Amprovisolum
Cure mouth ailments, infections
18 g.
Glass bottle
96
1.73
179
3.20
38
0.7
134
2.41

Salbutamol
Asthma inhaler 
4 g.
Aluminum can
N/A
-
N/P
-
N/P
-
N/P
-

Totals
1076
29.00
1606
38.00
1816
52.97
2052
54.60

Inhaliptum
Wound treatment
(N2)
Glass bottle
485
-
620
-
653
-
356
-

 N/A – Not Applicable

TABLE 2

DESIGNATED BASELINE EQUIPMENT

Aerosol Filling Line # 1 Automatic, single line, double index pneumatic



Head
Quantity
Brand
Serial Number
Year

Liquid filler
2
Russian Made
N/A
1983

Crimper
2
Russian Made
N/A
1983

Propellant filler
2
Russian Made
N/A
1983



Aerosol Filling Line # 2  Automatic, single line, double index pneumatic

Head
Quantity
Brand
Serial Number
Year

Liquid filler
2
Russian Made
N/A
1997

Crimper
2
Russian Made
N/A
1997

Propellant filler
2
Russian Made
N/A
1997



Aerosol Filling Line # 3    Semi-Automatic , single line, double index pneumatic 

Head
Quantity
Brand
Serial Number
Year

Liquid filler
2
Russian Made
N/A
1999

Crimper
2
Russian Made
N/A
1999

Propellant filler
2
Russian Made
N/A
1999

Notes: 

1.
Aerosol filling equipment does not have serial numbers.

2. Line # 1 is to be replaced by the one new line, and should be destroyed, or converted for pump filling (destroy the gassing heads and leave the rest).

3. Line # 2 will continue to make the Nitrogen propelled product, and can be converted make mechanical pumps but not HAP based aerosols.

4. Line # 3 will be retained for use with CFC based propellants in MDI products, as covered by an essential use exemption, and be subject to ongoing regulatory monitoring.

C. Objectives

6.
The objective of the sub-project proposed by JSC «Altaivitaminy» is to phase-out the ODS propellants for non-essential use applications by conversion of approximately 51% of their production to HAP and the remaining production to mechanical pumps. The sub-project does not include conversion of planned MDI (Salbutamol) filling for which ODS consumption capacity will be retained under an essential use exemption.

7.
The objective of this sub-project appraisal is to verify the eligibility of the sub-project for GEF funding. This specifically includes: 

a) confirmation of the sub-project's base line, physical scope and technology selection; 

b) verification of current and historic ODS consumption information; 

c) verification of the estimated sub-project incremental investment and operating costs;

d) determination of eligible costs and their allocation to the sub-grant;

e) documentation of sub-project procurement and implementation plans;

f) verification of the enterprise financial viability in the medium term, including the enterprise's capacity to support its contribution requirements;

g) evaluation of the environmental implications of the sub-project;

h) confirmation of the adequacy of proposed safety measures; and 

i) recommendation of appropriate conditions for inclusion in the Sub-Grant Agreement (SGA).

D. Sub-Project Description and Cost Estimates

8.
Sub-Project Scope. The appraised sub-project covers the partial conversion of JSC «Altaivitaminy»'s aerosol production from the use of CFC-11/12 blends to HAP as propellant, along with the other CFC-based products being converted to use of mechanical pumps. The sub-grant is directed to the conversion to HAP while JSC «Altaivitaminy» will introduce mechanical pumps as part of its contribution. Historically, 35% of the ODS consumption is associated with products to be converted to pumps. Planned introduction of MDI for asthma and chronically obstructive pulmonic disorders (COPDs) treatment (Salbutamol, etc.) may continue to be filled with CFCs consistent with an essential use exemption being initiated by the Government of the Russian Federation. JSC «Altaivitaminy» plans to install the HAP-filling line in the present premises, which can be accomplished under Russian safety regulations with some modification. In this regard, the mission verified that a portion of the existing facilities are deemed to be inadequate for HAP utilization in the following respects: 

a) present CFC storage facilities do not meet Russian or internationally recognized safety standards for flammable materials and are not designed for the higher operating pressures required;

b) existing CFC filling lines and delivery systems are not fire or explosion proof as is required for handling flammable materials;

c) filling rooms are not equipped with suitable ventilation system, gas-detection system, alarm system, shut-off solenoid valves and fire suppression equipment;

d) existing  leak detection water baths are not effective for the hermeticity test of the cans filled with HAP;

e) upgrading of the fire protection system is needed including a water reservoir, electric and diesel pump, explosion-proof electric system etc.; and

f)
operational practice and training of staff requires upgrading  for handling of  flammable substances. 

9.
The sub-project's appraisal confirmed that the following incremental investments as defined in the Sub-Project Document were required for conversion to HAP and mechanical pumps.  The following defines the detailed technical scope of the proposed sub-project:

a)
one new aerosol filling machine. Based on two products being converted to HAP, a small machine (up to 40 cans/minute) is proposed. It would have two product fillers, and two crimping heads on the first table located in the main plant. The bottles will be transferred to the safe filling room by conveyor. In the safe filling room there will be the second table with two gassing heads. After gassing with HAP, another conveyor will return the bottles to the product filling shop;

b)
one new water bath for testing to replace the current ones which are not adequate. This may be roll through, magnetic (w/1000 pucks), or gripping style, but must accommodate the small size of the bottle (4.3 cm. diameter by 9.0 cm. height);

c)
one explosion proof safe filling room (minimum size of 3 m. by 3 m.) with dual fan or dual speed extraction capable of minimum one change of air per minute standard, and three changes of air per minute emergency, controlled by the gas detection system. Alarm and siren controlled by the gas detector, as well as solenoid valves that automatically shut off the entrance of propellant to the safe gassing room;

d)
a small tank farm with two tanks (one under operation, the other standby) or alternatively, an equivalent number of cylinders; 
e)
a molecular sieves system for final cleaning of HAP propellant. Three columns of approximately 12`` x 84`` (30 x 213 cm.), as recommended in the Sub-Project Document, are considered appropriate;

f)
a fire fighting system, inclusive of emergency reservoir, piping, hydrants, a electrical pump, and the special diesel standby pump;

g)
a gas chromatograph for quality control of HAP;

h)
modifications of one existing filling line and other installations necessary to convert remaining non-essential use products to mechanical pumps;

i)
engineering and design necessary to support the development of technical specifications and construction drawings for the above equipment procurement, installation and associated works;

j)
sub-project implementation support for environmental evaluation and permitting, procurement assistance in tendering and contracting the required goods, services and works; and 

k)
training in the operation of new equipment particularly related to safety procedures.
10.
Technology Selection and Capacity Justification. The selection of HAP propellant technology as the primary ODS phase-out approach is approved as a zero ODP technology for the aerosol sector by the MPMF and is approved in the 1998 UNEP Technical Options Committee Report on Aerosols, Sterilants, Miscellaneous Uses and Carbon Tetrachloride. It also theoretically provides an operating cost advantage due to the lower unit cost and overall volume required in comparison with CFCs, although in this case with the small volumes involved and the low domestic CFC price this is essentially negligible. It is noted that JSC «Altaivitaminy» is going to change-over to HAP only for their foam products. The nasal and oral preparations cannot be produced with HAP. Those will be converted to finger pumps. Mechanical pumps (trigger or finger) are also an usual “not-in-kind” ODS alternative technology included in the 1998 UNEP Technical Options Committee Report on Aerosols, Sterilants, Miscellaneous Uses and Carbon Tetrachloride. Modern mechanical pumps are capable of dispensing fine mists of low viscosity products at any angle of operation. The disadvantage of pump sprays is the larger droplets, and spray penetrates, less than that produced by aerosol products and can not be used with foam based products.  They also will continue to fill with nitrogen and test some alternative HFCs (HFC-152a is one possibility, the others being HFC-34a and HFC-227) that may be blended with HAP.  MDI production based on CFCs is about to be initiated.  It is understood that this application can be covered by an essential use exemption that the enterprise has undertaken to initiate under the Russian licensing procedures for ODS consumption and for which the Russian Government is initiating the necessary procedures in accordance with the Montreal Protocol.  Documentary confirmation of both actions are recommended by the appraisal team as as a condition of SGA effectiveness. In the longer term, it is planned to convert MDI production to an non-ODS propellant when technically and economically viable alternatives are available, and/or when this type of application ceases to be eligible for essential use exemptions under the standards applied by the Montreal Protocol. The appraisal mission considers the replacement of installed production capacity of two existing lines on one shift operation to be eligible for grant funding. 

11.
Incremental Investment Costs. Table 3 presents the investment cost estimation for the proposed sub-project scope as presented and reviewed at appraisal. These cost estimations are based on preliminary quotations dated to the second quarter 1999, documentation on which was reviewed by the appraisal team. The total sub-project incremental investment cost is USD936,400 including 10% physical contingency. The appraisal mission concluded that all of these costs were consistent with the "Indicative List of Eligible Incremental Costs" adopted by the parties to the Montreal Protocol. The appraisal mission noted that higher costs for similar items have be seen in tendering conducted on other aerosol sub-projects in the first and second tranche which are currently under implementation. It is also noted that the estimate does include cost associated with converting that portion of ODS consumption capacity to mechanical pumps, an expense that is an integral part of the sub-project.  However, the enterprise advises that capital invesment requirements for this will be minimal as it is planned to simply purchase imported pump assemblies and bottles, and to manually assemble them after filling. Overall,  the appraisal team expressed  reservations about the  reliability of this cost estimate and recommends that the verification of these costs should be a condition of SGA effectiveness. Furthermore, should significantly higher costs be found, it is recommended that additional post appraisal review be undertaken to validate both the procurement plan, enterprise financial viability and enterprise contribution capacity. 
12.
VAT and Import Duties. The appraisal team noted that all costs have been presented excluding applicable VAT and import duties.  The estimated amount is for these items are:  VAT – USD126,200 and import duties – USD94,650. The exclusion of these amounts from the total cost estimate and the amount applicable to enterprise financing is recognized as a departure from the practice that was adopted in appraising the first and second tranche sub-projects where these costs were included as enterprise contribution.  This has been done on the basis of recent administrative measures taken by the Government of the Russian Federation, which provide a mechanism for investment expenditures under the Project to be exempt from these taxes and duties. These measuresd are adopted under the Resolution of the Government of the Russian Federation # 1046 dated September 17, 1999 and the Federal Law # 95-FZ dated May 4, 1999. This mechanism has been successfully demonstrated for sub-projects under implementation. However, it is understood by the enterprise that it remains responsible for any such payments required by the tax authorities and that suitable conditionality will be applied to the Sub-Grant Agreement requiring the demonstration of capacity to make such payments in the absence of being able to demonstrate that the exemptions can be obtained.

13.
ODS Phase-Out Work Prior to Appraisal and Retroactive Financing. The appraisal mission found that JSC «Altaivitaminy» started working on ODS phase-out prior to appraisal. This included some expenditures on development and testing of alternative products using HFC-134a, HFC-152a, propane-butane as propellants. Furthermore, detailed engineering design for HAP storehouse was development at the beginning of 1999. The total expenditures concerning the above mentioned activity are estimated at USD10,000. An alternative way of ODS phase-out is conversion to mechanical pumps. All main parts (mechanical pumps, cans) were purchased abroad. The total pre-appraisal expenditures concerning development and implementation of this technology were estimated at USD 5,000. While potentially eligible incremental costs associated with phase-out, none of the expenditures would qualify for retroactive financing under the terms of the GEF Grant Agreement due to procurement rules.

14.
 Safety Measures and Costs. The investments required for conversion of aerosol production from CFC propellants to HAP are inherently driven by safety considerations due to the flammable nature of the material being substituted and virtually all incremental costs have a  safety component. The most important are: 

a) fire fighting and alarm systems; 

b) explosion proof filling line with appropriate gas-detection and ventilation systems; 

c) updating of the production premises and electrical supply upgrading; 

d) safety training; and 

e) a safety audit (not included in the incremental investment costs). 

Safety training will be undertaken by the enterprise with the support of local consultants. It will also be included in the scope of training provided by suppliers of critical equipment such as the filling line and HAP handling and storage systems in association with the commissioning support requirements under these contracts. The independent safety audit will be undertaken by an international consultant contracted directly by CPPI familiar with HAP installations in aerosol plants. The audit comprises two stages. The first stage of this will take place during the detail design preparation and covers a review of the design and equipment specifications for the filling lines and HAP infrastructure, followed by a review of the technical proposals from the selected suppliers of this equipment, prior to commitment. The second stage will occur at commissioning and covers the facilities and equipment as installed, along with an evaluation of operating procedures and staff training. It was agreed that a trained safety team would be created consisting of operational staff and technical specialists who will report to senior management (not production management) and have authority to shut down production in the event of dangerous situations developing.

TABLE 3

JSC "ALTAIVITAMINY" (BIYSK) 
AEROSOL CONVERSION

SUB-PROJECT ESTIMATE OF INCREMENTAL COST AND FINANCING SUMMARY

15.
Incremental Operating Costs (Savings). Both pump and HAP options are contemplated. The conversion to HAP will require higher quality control and increase maintenance costs. Savings could be associated with the use of lower quantities of less expensive propellant. Operating cost savings have been estimated on the basis of two main foam products, which currently account for 51% of production. Based on current CFC-12 price paid by the enterprise (USD1.5/kg) and market prices for HAP sourced in the CIS (USD0.3/kg), annual cost savings of USD9,672 were estimated based on 1998 production level. The resulting estimate of incremental operating savings, calculated over 4 years using 10% NPV are USD30,659. However, 49% of their production volume will be converted to mechanical pumps. The cost increases with pumps, as estimated for their three non-foam products are USD72,209, that is more in one year than the calculated savings in four years with HAP.  As a consequence, the appraisal team concluded that no adjustment for operating savings should apply. 

E. Sub-Project implementation

16.
Sub-Project Schedule. The implementation schedule for completion of the ODS conversion covers a period of 22 months without allowance for new product registration which could extend up to nine months after the physical completion of the sub-project. Assuming that GEF’s, NPAF Supervisory Board’s, and outstanding regulatory approvals are obtained during the second quarter of 2000, major procurement activities and works construction will be undertaken in 2000, and the sub-project will be physically completed at the end of 2001. This schedule is presented in Figure 1. In reviewing this schedule, the appraisal mission expressed concern about the length of time required for product certification and the resulting delay in completing phase-out. If nine months after the physical completion of the sub-project are required for such certification phase-out will not be effective until the end 2002.

17.
Procurement Plan. The overall procurement plan developed at appraisal is provided in Table 4. Those items to grant financed will be procured in accordance the provisions of the Grant Agreement as amended. The filling and storage equipment with molecular sieves will be procured competitively using ICB for the total estimated amount of USD 631,400. The laboratory equipment will be procured using IS procedures with joint enterprise and sub-grant financing of the contract.  The remaining goods and services will be acquired by the enterprise as its contribution using their normal commercial practice. 

FIGURE 1

JSC "ALTAIVITAMINY" (BIYSK) 
HAP AEROSOL CONVERSION
SUB-PROJECT IMPLEMENTATION SCHEDULE

TABLE 4
JSC “Altaivitaminy” (BIYSK) 
HAP AEROSOL CONVERSION 

SUB-PROJECT PROCUREMENT PLAN
18.
Implementation Capacity. JSC «Altaivitaminy»'s overall capacity to manage the sub-project implementation is judged to be good. The enterprise has undertaken the conceptual design and basic equipment identification necessary for development of the sub-project to the current stage using in-house resources. It is proceeding with identification and contracting of a design consultant having the necessary license to undertake of work concerning flammable substances. The enterprise's own safety engineering division will supervise this work. The enterprise agreed that it would initiate tender process for the detailed design services immediately after appraisal. The enterprise also agreed to initiate environment impact assessment process immediately, inclusive of the future HAP storage site. Verification that these activities are under implementation is recommended as a condition of SGA effectiveness. It was agreed at appraisal that the enterprise will provide a detailed technical specifications for bidding documents. CPPI will assist in the preparation of bidding documents, administering World Bank "No Objection", bid evaluation, and contract negotiations as required, utilizing a procurement consulting firm contracted by CPPI but assigned to directly support the enterprise’s contracting activity. 

F. Enterprise Financial Evaluation and Sub-Project Financing

19.
Pre-Appraisal Enterprise Financial Viability Evaluation. A detailed enterprise’s financial viability evaluation was conducted on JSC «Altaivitaminy» in February 1999 and documented in a confidential report made available to the CPPI and the World Bank. The scope of this evaluation covered: 

a) review of accounting and management information systems; 

b) development and analysis of western-style income statements and balance sheets for the period 1995 through 1998; 

c) evaluation of the enterprise cost structure; 

d) analysis of enterprise financing capacity; 

e) identification of significant financial issues; and 

f) generation of financial projections involving several scenarios related to the enterprise's circumstances and prospects.

20.
The results of the pre-appraisal enterprise’s financial viability evaluation are summarized as follows:

a)     
the JSC «Altaivitaminy»’s balance sheet shows that the total assets increased from USD9.9 million in 1995 to 18.7 million in 1997. However, due to depreciation of the RUR vis-a-vis the USD, total assets decreased almost three times in 1998. The current assets comprised around 35% of total company assets in both 1995 and 1996 but the ratio increased to 57% and 65% in 1997 and 1998, respectively. Inventories comprised around 50% of current assets, except in 1996 where it attained 78%. The solvency ratio of JSC «Altaivitaminy» decreased slightly over the years. Equity constituted around 80% of total liabilities in 1995 and 1996 but fell to around 70% in both 1997 and 1998. This development in the solvency ratio does not give rise to any concern, as the enterprise has no long-term debt. Current liabilities as a percentage of total liabilities increased in recent years from 19% in 1995 to almost 38% in 1998;

b)     
JSC «Altaivitaminy» experienced increased net sales revenues over the investigated period. Measured in USD, annual growth rates were 74% and 83% in 1996 and 1997, respectively. There was a registered fall in net sales revenue in 1998 if measured in USD. However, this was due to exchange rate fluctuations, when measured in RUR the turnover increased. These growth rates were considered fairly impressive considering the general economic situation;

c)     
operating margin increased from 19% in 1995 to 31% in 1996, and to a further 37% in 1997. The margin declined to 25% in 1998. The enterprise showed the capacity to make ongoing capital investments including initial investments in ODS phase-out and in developing new products;

d)     
the enterprise generated positive net cash flows over the period 1995-1998. The annual net cash flow fluctuated in the range of USD 2.5 million and USD 3.6 million, though it rose to almost USD 6.0 million in 1997;

e)     
the enterprise operates adequate accounting and management systems suitable for its operations and sufficient to support external audit requirements which have been done since 1995; and

f)     
the initial financial projections made for the years 1999 through 2003 indicated that, under all variations of sales projections (base case, pessimistic case and optimistic case), the enterprise would remain financially viable in the medium term and that the enterprise would have no difficulties in financing their own part of the ODS sub-project as well as the other investment projects planned by the management.

21.
Appraisal Enterprise Financial Viability Verification. During the CPPI appraisal mission and subsequently in January 2000, the above financial viability evaluation was updated. The following summarizes the information obtained and results of the updated evaluation:

a)    
JSC «Altaivitaminy» presented the accounting documentation for three quarters of 1999 as well as final version (audited) of 1998 Balance Sheet and Income Statement;

b)    
analysis of sales for the first nine months of 1999 confirms management predictions respecting volume and margins used in the pre-appraisal financial projections; 
c)    
analysis of JSC «Altaivitaminy»’s financial results of the first nine months of 1999 indicates that net income after tax exceeded USD1,500,000 and comprised USD1,622,000. Howeverб due to the nature of the enterprise business (the analysis was made basing on the three quarters Balance Sheet and Income Statement) its working capital increased by USD 1,264,000 (in autumn period the enterprise buys different vegetative materials for stock which then used in production as raw material). Nevertheless, it had USD357,000 as resources available for investments and distribution. Three quarters operating margin remained at 26% while its operating margin increased up to 21% from 16% in 1998; and

d)     
the ability to finance ongoing capital investments was confirmed by the enterprise’s financial statements and demonstrated ability to undertake continued capital investment and product development. 

22.
Maximum Allowable Sub-Grant. ODS consumption in the production of medical aerosol products at JSC «Altaivitaminy» has been increasing due to the growing demand. In 1996 their CFC-12 consumption was 29 MT, in 1997 - 38 MT, in 1998 - 53 MT, in 1999 - 54.6 MT and in 2000 it is projected to be 57 MT.  On this basis, the appraisal mission agreed that is appropriate to use 1998 consumption (53 MT/year) as the year immediately prior to appraisal to establish the maximum allowable grant, although it notes that the amount of CFC-12 actually phased-out by the HAP conversion alone is actually only 18.3 MT based on 1998 production. On this basis, the maximum allowable sub-grant based on the threshold cost-effectiveness mandated by the MPMF (i.e. USD 4.40/kg ODP) is USD255,200.  However, it is proposed that the sub-grant be increased such that the HAP conversion can be fully covered on the basis of the unique characteristic associated with medical aerosols and lack of applicability of the MPMF threshold, developed for high volume consumer aerosol applications, to medical aerosols.  A detailed technical justification of this exception has been provided in the Sub-Project Document.  It has received the support of the STAP/OORG reviewer and was explicitly highlighted in the third tranche work plan submission approved by the GEF Council in May 1999.  On this basis, the appraisal mission supports the higher sub-grant proposed.  This conclusion is conditional on assurance being provided that the enterprise will and has the capacity to convert those non-essential use product lines not converted to HAP to mechanical pumps in parallel with the HAP conversion financed by the GEF sub-grant.  

23.
Eligible Costs. It was determined at appraisal that all incremental investment costs defined in Table 3, exclusive of taxes, could theoretically be considered as eligible costs. However, eligibility will be largely limited by the procurement practices applied and some goods and services that the enterprise decided to contract directly or supply using its internal resources. On this basis, the incremental investment costs judged eligible for sub-grant funding are USD631,400 inclusive of 10% contingency .
24.
Proposed GEF Sub-Grant and Cost-Effectiveness. The proposed sub-grant based on that requested by the enterprise and the application of procurement practices allowing expenditures to qualify for grant funding is USD631,400. Using the last full year 1998 CFC-12 consumption figures are referenced above (53 MT), sub-project cost-effectiveness is estimated to be USD 11.91/kg ODP. 

25.
Enterprise Viability and Contribution Capacity. The above information along with the cost estimates developed at appraisal and requested grant allocation based on eligible costs within the cost effectiveness threshold were utilized to prepare an updated financial projection for the period 2000 through 2003. This is based on the following assumptions: 
a) September 1999 exchange rates; 

b) fixed real sales prices as of September 1999; 

c) absorption of operating cost increases from the second half of 2000 by 5%; 

d) sales projections based on 5% annual growth from a base of actual first three months of 1999 sales projected to the full year; 

e) e)expenses on new product registration of USD190,000 has been incorporated;
f)
purchases of 140 MT of CFC-12  (at USD1.0/kg) for storage prior to July 1, 2000 to be able to produce ODS-based products after anticipated ODS production closure  in the Russian Federation up to the sub-project completion in the mid 2002. 
tThe results of these projections are presented in Table 5. In accordance with them the enterprise has the internal capacity to sustain its contribution to the sub-project on the basis of internally generated revenue, within excess of USD840,000 in free cash flow above that required to support the sub-project and other investment obligations. Similarly, the enterprise appears sustainable financially in the medium term after undertaking the required investment.  

26.
Financing Plan. The sub-project financing plan requires the financing of USD936,400 in post appraisal investment expenditures. The GEF Sub-Grant is proposed to provide USD631,400 of this requirement. The enterprise post appraisal investment contributions of USD305,000 will be financed by free cash flow. It is assumed that all operating savings will be neglected by cost increase due to conversion to pumps. 

G. Environmental Analysis

27.
The principal environmental effect of the sub-project will be positive through the  elimination of ODS usage within the enterprise for all but essential use applications as permitted under Russian regulations and international standards. The evaluation of the sub-project itself indicates that potential negative environmental impacts may arise from fugitive emissions of hydrocarbon liquid petroleum gases, namely propane and butane that make up commercial HAP mixtures. While these have zero ODP and low GWP, they are volatile organic compounds (VOCs) and can contribute to ground level air contamination. However, this represents a small incremental impact to the surroundings. The processing of HAP using the molecular sieve technology will also generate a small volume waste stream containing sulfur compounds that will require management as a hazardous waste. In this regard, the enterprise has demonstrated access to a landfill facility permitted to receive this material. Furthermore, the HAP flammability risk could cause consequential atmospheric emissions in the event that it was to cause a fire in the facility. In terms of energy consumption, the sub-project is viewed as conservation neutral, except in that positive gains may be obtained through the utilization of more modern and efficient electrical systems. Evaluation of these potential impacts at appraisal indicated that the sub-project has included appropriate measures in the form of fugitive emission containment, operational leakage detection, secure storage facility design and confined space ventilation to mitigate these impacts. It was the appraisal mission's conclusion that the sub-project falls within the scope of the World Bank Category B project for purposes of environmental evaluation. The appraisal mission confirmed that the sub-project concept has been presented to and agreed with the Biysk City Committee on Environmental Protection (letter of June 25, 1999, No 925). 

TABLE 5

JSC “Altaivitaminy” (BIYSK) 
FINANCIAL PERFORMANCE PROJECTIONS (USDx1000)

MODEL INCOME Statement (USD ‘000)
3q 1999
1999
2000
2001
2002
2003









NET SALES REVENUES 
 7 350 
 9 677 
 10 161 
 10 669 
 11 202 
 11 763 









OPERATING EXPENSE 
 (5 452)
 (7 178)
 (7 717)
 (8 102)
 (8 508)
 (8 933)

Purchases of CFC for storage


 (140)












NET OP. INC. BEFOR DEPR.
 1 898 
 2 499 
 2 304 
 2 566 
 2 695 
 2 830 









Total depreciation
 99 
 130 
 204 
 206 
 206 
 206 

     Depreciation
 99 
 130 
 130 
 130 
 130 
 130 

     Sub-project Depreciation
 - 
 - 
 75 
 77 
 77 
 77 









NET OP. INC. BEFORE INT 
 1 799 
 2 369 
 2 100 
 2 360 
 2 488 
 2 623 









     Net Interest on Bank Credits
 - 
 - 
 - 
 - 
 - 
 - 









NET OPERATING INCOME
 1 799 
 2 369 
 2 100 
 2 360 
 2 488 
 2 623 




   




Other Income(net)
 (99)
 (132)
 (132)
 (132)
 (132)
 (132)

NET INCOME BEFORE TAX
 1 700 
 2 237 
 1 968 
 2 228 
 2 357 
 2 491 

Special Tax Deductions (investments)







Profit Tax
 178 
 246 
 216 
 245 
 259 
 274 



   





NET INCOME AFTER TAX
 1 523 
 1 991 
 1 752 
 1 983 
 2 097 
 2 217 

Add Back Depreciation
 99 
 130 
 204 
 206 
 206 
 206 

Net Cash Flow
 1 622 
 2 121 
 1 956 
 2 190 
 2 304 
 2 424 

Net change in working capital
 (1 264)
 (1 264)
 (73)
 (76)
 (80)
 (84)

Cash flow from operations
 357 
 857 
 1 883 
 2 113 
 2 224 
 2 340 

Financial outflows/inflows
 - 
 - 
 - 
 - 
 - 


Available for Investments and Distributions
 357 
 857 
 1 883 
 2 113 
 2 224 
 2 340 

Enterprise ODS investments
 - 
 15 
 170 
 90
 -
-

Free Cash Flow

 842 
 1 713 
 2 023 
 2 224 
 2 340 

H. Sustainability

28.
The appraisal mission concluded that the proposed sub-project was generally sustainable subject to verification of the cost estimate, inclusion of the mechanical pump conversion and confirmation of the ability to finance the updated enterprise contribution requirements. The enterprise is considered to have the technical capability to implement the sub-project.  Subject to the verification noted above, JSC «Altaivitaminy» appears to have adequate financial resources to sustain its contribution requirements and it is viable in the medium-term. However, this conclusion may also be impacted by the potential time gap between completion of the sub-project physically and the time taken to obtain certification of ODS free products.  This could leave the enterprise in the position of not being able to market its production for up to nine months after it completes the conversion. In this regard, the appraisal mission recommends that the enterprise and Russian Government examine ways to expedite this certification, including the adoption of comparable precedents in other countries. 
I. Benefits

29.
The major direct benefit of the sub-project is the phase-out of all ODS consumption and consumption capacity not associated with essential uses. The appraised consumption phased-out is 53 MT/year ODP and the latent capacity phased-out is estimated at 150 MT/year ODP. ODS phase-out at this enterprise has especially large significance because this is the first such experience in Russian pharmaceutical aerosols sector and such products are of major importance in maintaining the health of the population.  Given the impending closure of ODS production, the absence of the sub-project would result in the loss of a significant portion of domestic capacity to produce these important products, resulting in dependence on higher cost and less affordable imports.

J. Risks

30.
The major risks associated with the sub-project involve the uncertainty attached to the capital cost estimate, the implications of this to both procurement plans and enterprise financing capacity, and the impact of long product certification times on actually being able to market non-ODS products. The appraisal mission also noted the importance in obtaining assurance that the commitment and capacity to undertake the conversion of some products to mechanical pump technology as part of the overall sub-project, such that complete phase-out of non-essential use applications is achieved. Similarly, the retention of CFC based equipment for essential use applications results in the risk of misuse of this capacity to continue CFC uses for other products. As a consequence, SGA effectiveness needs to be conditioned with a demonstration of detailed design, inclusive of a supportable cost estimate and procurement plan.  In addition, the SGA should be conditioned to link grant funding to demonstration of enterprise contribution capacity and demonstration of the legal basis for any continuing ODS use and its monitoring.  Another risk relates to the ability of the enterprise to secure sufficient supply of CFC-12 for a period of at least 22 months while the sub-project is being implemented and potentially 30 months before non-ODS products could be sold.  Approximately 140 MT of such material will have to be secured in advance of the anticipated July 1, 2000 closure date or demonstrated to be legally accessible from security banked material within Russia. Documentation of appropriate supply arrangements is recommended as a condition of effectiveness. The primary risk is associated with the sub-project implementation especially related to new product certification. All new medical preparations must  pass clinical tests before their production, something that is time consuming.  As previously noted, the projected time frame for this will need to be expedited if this is not to have a major impact, either on the ODS consumed or the enterprises viability.

K. Conditionality

31.
The terms and conditions set out in the standard Sub-Grant Agreement form agreed between the Bank and CPPI for the sub-project covers the general conditionality requirements applicable to this sub-project and were reviewed with the enterprise at appraisal. These include provision for the monitored disposal of designated baseline equipment (Paragraph 5 and Table 2 above, and Annex 5 of the January 1999 Sub-project Document).  Failure to complete this immediately upon commissioning of the equipment supplied under the sub-project is considered as grounds for default and sub-grant repayment. Similarly, it is understood by the enterprise that the default and sub-grant repayment provisions in the SGA would apply to the use of equipment defined as part of the designated baseline for other than legally defined essential use applications, and/or in the event that the enterprise does not complete the conversion of its non-foam products to mechanical pumps by June 31, 2003. In addition, the appraisal team recommends that the following sub-project specific provisions are to be included in the Sub-Grant Agreement:

a) an obligation to provide, during the term of the SGA, financial and operational reports which shall include quarterly reporting of operational activity and revenues on a comparative basis to those used in the above financial projections and shall specifically demonstrate the current financial capacity, including those applicable to financing imported equipment that may form part of its contribution under the sub-project;

b) as a condition of sub-grant effectiveness, demonstration that the detailed design work for the sub-project has been contracted and is underway;

c) as a condition of sub-grant effectiveness, the presentation of evidence of a firm commitment, acceptable to CPPI and the Bank to implement the conversion of non-foam based products to mechanical pumps in parallel with the sub-grant funded HAP conversion, such documentation to include evidence of financial commitments to the pump conversion, technical details of the conversion process, and an implementation schedule;

d) as a condition of sub-grant effectiveness, submission to CPPI of an updated cost capital estimate based on current estimating quotations, and, if substantially different than that present at appraisal, the submission of a revised procurement plan and enterprise viability assessment;

e) as a condition of sub-grant effectiveness, documentation demonstrating that the continued use of ODS is an accepted essential use application under prevailing Russian regulation, that procedures for its acceptance as an essential use have been initiated in compliance with Russia’s obligations under the Montreal Protocol, and that a regular program of monitoring the use of retained equipment utilizing CFC based propellants is in place;

f) as a condition of sub-grant effectiveness, the enterprise shall demonstrate that it has made arrangements for the supply of 140 MT of CFC-12 required to sustain its operations during sub-project implementation, inclusive of the financial capacity to legally secure these supplies;

g) as a condition of sub-grant effectiveness, the enterprise will document its plans to ensure expeditious product certification such that it does unduly impact the ability to begin production and sale of non-ODS products upon physical completion of the sub-project; 

h) as a condition of "no objection" for each equipment contract packages involving imported equipment, the enterprise shall demonstrate the availability and dedication of sufficient cash resources to pay for any import duty obligations, or alternatively the enterprise shall present evidence satisfactory to the Bank that an exemption can be obtained under applicable Russian legislation and that the administrative steps necessary to obtain that exemption have been initiated; and

i) as a condition of "no objection" for the first equipment contract funded all or in part by the sub-grant, environmental evaluation and associated approval documentation, consistent with World Bank Category B requirements will be submitted for the Bank's review and "no objection".

L.  Recommendation

32.
This sub-project is recommended for sub-grant funding from the Global Environmental Facility Trust Fund in the amount of USD631,400 subject to signing of a Sub-Grant Agreement with the State Committee of the Russian Federation for Environmental Protection, acceptable to the Bank and containing the above conditionality.

Attachment 1

CPPI Appraisal mission to the enterprises

of III tranche of the GEF ODS Consumption Phase-out Project
An appraisal mission visited JSC «Altaivitaminy» (Biysk) in the period from June 24 to June 26, 1999. 

The following lists the name of participants, affiliations and responsibility

1. 
Knoroz Vladimir I.


Mission Leader, Deputy Director, CPPI, Ozone Division

2.
Gorkina Irina D. 


Specialist on ecology, CPPI

3.
Blinova Olga V.


Technical expert, CPPI Consulant

4.
Novichkov Boris M. 


Financial Expert, CPPI Consultant

5.
Koshelev Yuri A.


Director, JSC «Altaivitaminy»

6. 
Merenkov Victor A.


Chief Engineer, JSC «Altaivitaminy»



7. 
Kalitskaya Anna I.


Chief Accountant, JSC «Altaivitaminy»



8.
Kuleshova Nadezhda I.


Chief Technologist, JSC «Altaivitaminy»



9.
Zalesov Alexei S.
Deputy Chief Engineer, JSC «Altaivitaminy»



10.
Ermochenko Nadezhda N. 
Chairman of State Committee for Environmental Protection of Biysk



11.
Vysotskaya Elena I.


Engineer on ecology, JSC «Altaivitaminy»

FIGURE 1

JSC “ALTAVITAMINY” HAP AEROSOL CONVERSION SUB-PROJECT

IMPLEMENTATION SCHEDULE
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TABLE 4
JSC ALTAVITAMINY HAP AEROSOL CONVERSION SUB-PROJECT
PROCUREMENT PLAN
[image: image2.wmf]DESCRIPTION OF GOODS, SERVICES, 

NO. of

PACKAGE

ESTIMATED

FINANCING

PROCUREMENT

PROCUREMENT SCHEDULE

OR WORKS

PACKAGES

TYPE

PACKAGE

METHOD

(Note 1)

AMOUNT (US$)

(Note 2)

TENDER

AWARD

COMPLETE

 HAP Filling/Storage Equipment, Molecular Sieves

1

G

$631,400

GEF

ICB

6/1/00

10/1/00

12/1/01

 - Filling machine (about 40 cans/min)

 - Roll through or gripping type water bath

 - Modular safe filling room

 - Conveyers (2)

 - Tank Farm Gas Compressor, HAP pumps (2) 

 - 15,000 L. Storage Tanks (2)

 - 12" x 84" mol.siv. towers (3), pump, piping

 - Installation, commissioning and training

Q/C Equip (gas chromatograph, H

2

O tester, etc.)

1

G

$30,000

Enterprise/GEF

IS

7/1/00

10/1/00

2/1/01

HAP Storage Facilities

 - Engineering

1

CF

$10,000

Enterprise

N/A

N/A

 - Site preparation, piping, fencing, ex-proof lighting

1

CW

$25,000

Enterprise

N/A

N/A

Fire Fighting System

 - Reservoir, piping, hydrants, hoses, etc.

1

G

$30,000

Enterprise

N/A

N/A

 - Electric and diesel pumps, ex-proof installation

1

G

$30,000

Enterprise

N/A

N/A

Laboratory and clinical testing program

1

CF

$160,000

Enterprise

N/A

N/A

Internal training 

1

TR

$20,000

Enterprise

N/A

N/A

SUB-PROJECT TOTAL

$936,400

Note 1:  G - Goods, CW - Civil Works, S&I - Supply and Install, TK - Turnkey, CF - Consulting Firm, CI - Individual Consultant, TR - Training.

Note 2:  ICB - International Competitive Bidding,  IS - International Shopping,NS - National Shopping,  SLF - Short Listed Firm.


TABLE 3
JSC ALTAVITAMINY HAP AEROSOL CONVERSION SUB-PROJECT
[image: image3.png]ITEM| COST COMPONENT JAN.99 - JULY 99 POST APPRAISAL EXPENDITURES | TOTAL ENTERPRISH FINANCED |GEF GRANT
No. EXPENDITURES 1999 (Aug.Dec) 2000 [2001 SUB.PROJE] PRE. | POST. | FINANCED
LOCAL | FOREIGN | LOCAL FOREIGN LOCAL | FOREIGN | LOCAL | FOREIGN | COST |APPRAISALAPPRAISAL
1|erosol Filing Lines Equipment
71|New filing machine (about 40 cprr) 266000 266000 266000
1.2|Roll through or gripping type water bat 66000 66000 66000
1.3|Modular safe filing room 154000) 154000) 154000)
1.4|Conveyers (2) 19800 19800 19800
1.5|Shipping and handiing 6800 6800 6800
2[Tank Farm
2.1 [Engineering 10,000 10,000 10,000
2215000 L. Storage Tanks 2) 22000 22000 22000
2.3(Gas Compressor 11,000 11,000 11,000
2.4Propellant pumps @) 6800 6800 6800
25(Site preparation 5000 5000 5000
26|Piping 5000 5000 5000
27 installation 5000 5000 5000
28|Fencing 5000 5000 5000
2.9[Ex-proof lighting 5000 5000 5000
3|Molecular Seives Towers
3.112" % B4 mol siv. towers (3) 4350 4350 4350
3.2|Purmp and piping 5500 5500 5500
4[Fire Fighting Systerm
4.1 [Resenvoir 10,000 10,000 10,000
4.2|Electric and diesel pumps, ex-proof installation 30000 30000 30000
4.3|Piping, hydrants, hoses, etc. 20000 20000 20000
5|Miscelaneous
5.1 Laboratory and clinical testing prograrn| 10,000 5000 75000 70,000 160,000 160,000
5.2(Gas chromatograph, H20 tester etc. 30000 30000 30000
5.3 internal training 20000 20000 20000
SUB-PROJECT TOTALS - - 140000 | 691400 90000 - 936,400 - 305000 | 631400
FINANCING REQUIREMENTS Jan.99 - July 99 POST APPRAISAL EXPENDITURES TOTAL SUB-PROJECT
EXPENDITURES 1999 (Aug.Dec) 2000 [2001 EXPENDITURES
LOCAL | FOREIGN | LOCAL FOREIGN LOCAL | FOREIGN | LOCAL | FOREIGN | LOCAL | FOREIGN | TOTAL
Enterprise Financing 10,000 5000 - - 140000 E0000| 90000 - 240000 | 65000 | 305000
GEF Grant - - - 631,400 - - - 631400 | 631400




ESTIMATE OF INCREMENTAL COST AND FINANCING SUMMARY
