ON THE LETTERHEAD OF THE PARTICIPANT
OF THE OPEN TENDER
HA ®MIPMEHHOM BJIAHKE YYACTHUKA
OTKPBITOI'O KOHKYPCA

To “Borisovskiy Zavod Medicinskikh Preparatov” Open Joint Stock

Company
OtkpsITOMY

aKIMOHepHOMY o0mecTBy «bopucoBckuil  3aBoj

MEIMIIMHCKHX MTpernapaToBy
64 Chapaev St.

222518 Borisov, Minsk Region, Republic of Belarus

yi. Yamaesa, 64

222518 r. bopucos, Munckas o6i., Pecrryonuka bemapycs

DECLARATION OF THE PARTICIPANT OF THE COMPETITIVE LIST PROCEDURE 15.11.2024

3ASBJIEHUE YYACTHUKA ITPOLUEYPbBI O®OPMIJIEHM S KOHKYPEHTHOI'O JIUCTA 15.11.2024.

(name of the participant / HanmeHOBaHHE yIaCTHUKA)
represented by

B JIMIIC
acting on the basis of

JIEACTBYIOIIETO HA OCHOBaHUU

Hactosimum MBI 3asBisieM O COIJIaCHU CO BCEMH
YCIOBUSIMA W TpeOOBAaHWSAMH,  YCTaHOBICHHBIMH
3aKa34MKOM HpH MPOBEICHUHU NMPONEAYpPHl 0(hOPMIICHUS
KOHKYPEHTHOTO JIHCTA.

Ms1 cormacHBI ¢ YCJIOBUAMU IIPOCKTAa KOHTPAKTA
3aKa3unKka W B Cly4ac BBI60pa HacC HO6€,I[I/IT€JI$[MI/I
TOTOBBI MMOJANMUCATh KOHTPAKT B pCAaKIIUn 3aka3umkKa.

HaCTOS[HII/IM MBI TMOATBEPIKIAEM COOTBCTCTBHUC
KauecTBa  NpEAJaraeMoro K  IIOCTaBKe  TOBapa
TpeboBaHusM 3akazuMka. KadecTBO ImoOCTaBiIsieMOTo
ToBapa JOKHO OBITH MOITBEPHKACHO CEPTUPHKATOM
MPeANPUATHSA-TIPOU3BOUTEIIS.

Mzur noHnMaemM, 4TO Bel He 00s13aHBI HNPUHATDH
MNpeAJIOKCHUEC 110 HauMeHbIIEH IOCHE WJIN BOO6H.[C
KaKO€-TO U3 Hpe,[ll'[O)KeHHﬁ, TOJTYUCHHBIX Bammu.

M-el He BO3pakaeM INPOTHB PACCMOTPEHHUS HAILIErO
IIPEJIOKEHUS. B MHBIX NPOLENypax 3aKylOK B Cllydae,
ecinu OTKPBITBHIN KOHKYpC Oyner MIpU3HAH
HECOCTOSIBIINMCS M OyJeT IMpUMEHeHa MHas Mpoleaypa
3aKyIKH.

Msr HE HaxoguMcs B IIpoLeECcCe peopraHu3anuu,
JMKBUJallMK W HE TMPHU3HAHBI B  YCTAHOBJICHHOM
3aKOHOAATCJIbHBIMMU aKTaMH MOPSJAKE 3HSKOHOMHUYCCKHU
HECOCTOATCIbHBIM HUJIN 6aHKp0TOM.

MBI  BBINOJHUINM 0053aTENIbCTBA, CBSA3aHHBIC C
yIUTaTOH HAJOroB, B3HOCOB H COOpPOB COTJIACHO
3aKOHOJATENLCTBY  CTPaHBl ~ PETUCTpAllMU  HaIeH

KOMIIaHHWH.

We hereby declare our agreement with all the
conditions and requirements established by the Customer
for competitive list procedure.

We agree with the terms of the draft contract of the
Customer and in case of choosing us as the winners, we
are ready to sign the contract in the Customer’s edition.

We hereby confirm that the quality of the goods meets
the requirements of the Customer. Quality of the delivered
Goods should be confirmed by the certificate issued by the
manufacturer.

We understand that you are not obliged to accept the
offer at the lowest price or even some of the proposals
received by you.

We do not object to the consideration of our proposal
in other procurement procedures in the event that the open
tender is declared invalid and a different procurement
procedure is applied.

We are not in the process of reorganization, liquidation
and we are not recognized in accordance with the
legislative acts as economically insolvent or bankrupt.

We have fulfilled the obligations related to the
payment of taxes, fees and charges in accordance with the
laws of the country of our company registration.



Hacrosimmm MEI 3asBi11€M, 9TO B CIydae BEIOOpa Hac
nobenuresieM W 3aKIIOYEHHH KOHTPaKTa, IO 3aIpocy
3aka3unka B yKa3aHHBIH M CPOK MBI OOS3aHBI:

1. mpenocTaBUTh CIEAYIOIUE AOKYMEHTH Ha TOBap
(IpH ¥X HANMUYUH Yy IPOU3BOAUTEIS):

- aKTyaJIbHbIN Macrep-(ainn
(apmaneBTHUeckoil cyOctaHumu (Active
Master File — ASMF);

- OpWI'MHaJl THCbMa JiepXkaTens Macrep-gaiiia
(npousBoaMTENS) AKTHBHOU (apmaneBTHIECKON
cyOcTaHIME C 00s3aTeNbCTBOM coo0mare 000 Bcex
U3MEHEHHAX TIPOU3BOAUTEIIO JIEKapCTBEHHOTO
Ipernapara M yNOJHOMOYEHHOMY OpraHy rocyAapcTBa-
WICHa, TNPEeXAE YeM KaKnue-Tubo  CYIIEeCTBEHHBIC
u3MeHeHnss ~ OymayT  BHeCeHBI B Macrtep-(aiin
(hapmareBTHIECKOH CyOCTaHIINM;

- OpWIMHaJl NHChbMa, HOATBEPXKIAIOLIEE COIIacHe
JiepKaTeIst Mactep-aiina (dapMareBTHICCKON
cyOCTaHLIMM Ha MPEJOCTaBICHHE JJOKYMEHTOB 3aKPhITON
4acTH Mactep-(aiina Ha (hapMaIeBTHYCCKYIO
CyOCTaHIMIO MO 3aPOCy YHOJIHOMOYEHHOTO OpraHa;

- xorus ceprudukata CEP (mpu Hanmamn);

- cepruukar GMP mim 1oKyMeHT ero 3aMeHSIOIni
(KoTIvs ¥/MITH anOCTHIINPOBAHHEIN );

- KOTIMS JINIIEH3UH Ha TIPOU3BOJICTBO.

2. TpeJoCTaBUTh JOKYMEHTHl B MOATBEPXKICHHE
TOTO, YTO TOBAP OPUTHHAIBHBIH:

- «UEeNoYKy KOHTPAaKTOB» (W/MJM BBIIHCOK U3
KOHTPAKTOB) BILUIOTH JI0 IPOWU3BOIUTEIIS;

- TOBAPHO-TPAHCIIOPTHBIE JIOKYMEHTBI,
MO3BOJISIIOIME OTCIIEANTh MApIIPYT TOBapa BILIOTH J0
MPOU3BOTUTES;

3. nmpenoctaBuTh HMHGOPMAlMIO IO KOHTPOIIO
XOJIOJIOBOM IIETIM Ha BCEX 3Talax [EeTMOYKH TOCTaBOK.

aKTHUBHOM
Substance

HaCTO?[H.[I/IM YAOCTOBEPSAEM
MMpCACTABJICHHBIX CBeﬂeHHﬁ.

COOTBETCTBUEC

We hereby declare that if we are selected as the winner
and the contract is concluded, at the request of the
Customer within the time period specified by them, we are
obliged to:

1. provide the following documents for the goods (if
the manufacturer has them):

- current Active Substance Master File (ASMF);

- original letter from the holder of the master file
(manufacturer) of the active pharmaceutical substance with
an obligation to notify the manufacturer of the medicinal
product and the authorized body of the member state of
any changes before any significant changes are made to
the master file of the pharmaceutical substance;

- original letter confirming the consent of the holder of
the master file of the pharmaceutical substance to provide
documents of the closed part of the master file for the
pharmaceutical substance at the request of the authorized
body;

- copy of the CEP certificate (if any);

- GMP certificate or a document replacing it (copy
and/or apostilled);

- copy of the manufacturing license.

2. provide documents confirming that the goods are
original:

- «a chain of contracts» (and/or extracts from
contracts) up to the manufacturer;

- shipping documents allowing the goods to be tracked
up to the manufacturer;

3. provide information on cold chain control at all
stages of the supply chain.

We hereby certify the compliance of the submitted
information.

(position / nomkuocts) (signature / moamuce) (full name / paciudposka noanucu —M.0.Oamusuns)

L.S./M.IL
(date / nara)



