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Kusum Pharimn

Kuipebxa fiaia

TOB «Kycym Gapm»

Yxpaina, 02092, m Kuig,

ayi1. AIMAaTHHChKR, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87

TOB «Kycym Dapany
KpsOina, 54

CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

KO
?3532917

LienTudinauilinnit

Ly
Hassa npoayrry: TUTATOTPII®, TaGaeTicn, BKPHTE 050101KOI0 % W
Name of product: PLATOGRELE, film coated tablets '
Cuaa aii: Knoninorpemo Gicynshar 8 nepepaxyHKy Ha Knonigorpens - 75,0 MT
Strength: Clopidogrel bisulphate equivalent to clopidogrel — 75.0 mg
Cepis N/ Batch No.: SPFI012 Poamip ynaroskd / Package size:  Ne84 (14x6)
Peccrp. Ne/ A.R.No.: FPi227/21 Tun ynakoskn / Pack type: Bmicrep / Blister
Posmip cepit/ Batch size: 600 000 Tab/tab Jlara surotornenns / Mfg. date: 032021
Kin-t ynaroBok / No. of packs: 7 142 Tepmin npuaarnocti/ Exp. date: 02.2024
Kpaina / Market: UKR
Pecetpaniiine nocsiguenna No: " . TepMiH aii HeoOMeKeHuH

|_Registration Certificate No.: UA/11433/01/01 unlimited validity

Ne ni/n Hassa ananisy Crneundixanis Pe3yaALTaTy aHANIZY
Sr. No. Test name Specification Test result
Omic Tabnerks, sepi1i 000A0HKOW POKEBOTO KONLOPY, Binnosinae
l Kpyriioi hopmu, Asoonykai Ta raaaki 3 ofox Boxkis.
Description Pink coloured, round, biconvex, film coated tablets | Complies
plain on both sides.
[nenTudikatis
Knonigorpen:o Gicynsdat UacH yTpHMYBaHHS OCHOBHOIO Tlika Ha XpoMaTo- Biznosinac
rpamMax BHOPOGOBYBAHOMO | CTARNAPTHOTO pO3-
yyuHiB, OTPHMAHHX TPH  KUIbKiCHOMY BHIHAUCHHI,
MOBHHHI CIIiBNAanaTH.
3aniza okc 4epBonHi TlosiBa KpHBaBO-UEPBOHOrO 3a0apBNCHHA PO3UIHY Bianosinac
TipH A0naBakHi aMoniio TioliaHaty.
2 Identification
Clopidogrel bisulphate In Assay, the principal peak in the chromatogram Complies
obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with standard solution. '
Tron oxide red A deep red colour is produced after addition of | Complies
ammonium thiocyanate.
OnHOpIAHICT 1030BAHAX AV <LI1(Li=15,0) 1,5
3 OHHIb
Uniformity of dosage units AV <LI (LI=15.0) 1.5
Po3nanaHus He 6inbue 30 xsuuin 6 x8 29 cex
4 B ; i ;
Disintegration NMT 30 minutes 6 min 29 sec
PozuuHeHHs He meHwe 80 % (Q) 3a 30 xs 102 %
5 ’ ; . .
Dissolution NLT 80 % (Q) in 30 min 102 %
CynpoBifHi TOMilKN ICronizorpemo moMiwka A — ue 6insue 1.2 %; 0,041 %
Knonizorpento nomimxa C — ne Giabie 1,5 %; 0,301 %
6 Byas-9Ka iHIE ONMRNYHA AOMINIKA (38 BHHATKOM
kioninorpeno noMinkn B) — ue Sinbiue 0,2 %; 0,031 %
Cyma  gomitox (3@ BHHATKOM Knoninorpento
nomimky B) — ne Ginswe 2.5 % 0,386 % J
FP/0227/21 Crop./Page No: | 3/of2
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Kuiecwka diais TOB «Kycym ®apm»
TOB «Kycym apm» Yipaina, 40020, m.Cy a-Cxpabi
Yipaina, 02092, ».Kuis, Ten.: +38(0542) 7245
Byit, AIMATHHCBKA, 58
Ter.: +38(044) 493-82-88, daxc: 495-82-87 /(MM _7)&(2}’”1
Ne n/n Haisa ananisy Cnenndirauis \ e":a;f,":i'ﬁ’l!a}f"‘l'ilﬁiﬁ’
Sr. No. Test name Specification Nl TR
Related substances Clopidogre! impurity A: NMT 1.2 %o L0135 2592 y
Clopidogrel impurity C: NMT 1.5 %; 0 A,m@“
Any single impurity (excluding Clopidogrel impu- -
rity B): NMT 0.2 %; 0.031 %
Total impurities (excluding Clopidogrel impurity B):
NMT 2.5 %. 0.386 %
KinbkicHe BU3HAYEHHA Bin 71,25 mr 1o 78,75 mr 75,76 mr
(Biz 95 % no 105 % Bix 3assicHol KkigpkocTi ko~ | 101,0 %
7 migorpenio).
Assay 71.25 mg to 78.75 mg (95 % to 105 % of LC of | 75.76 mg
Clopidogrel). 101.0%
JATMWKOBI KUILKOCT] Oprafiyinx | 2-npomaxos - ne Sinbuie 5000 ppm; 246 ppm
g PO34HHHHIKIB Ilxnopmeran — He Ginpue 600 ppm. ND
Residual solvents 2-propanol — NMT 5000 ppm. 246 ppm
Dichloromethane — NMT 600 ppm. He BHABIEHO
MikpobionoriaHa 4ucToTa SaranbHa  KILKICTH aepo0HHX  Mikpoopranismis
(TAMC) - ne Ginbwe 10° KYO/T. < 50 KYO/r
BaraibHa KUTBKICTh APIAUUKOBMX 1 MUICCHERMX
rpudis (TYMC) — ne Ginbwe 107 KYO/T. < 10 KYOir
§ BincyTricts Escherichia coli g 1 T npenapary. BigcyTHa
Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. < 10 CFU/ig
Escherichia coli must be absent per | g. Absent

BUCHOBOK: / CONCLUSION:

TTponyKT BHIOTOBJIEHO, YIIAKOBAHO Ta NPOAHANI30BAKO ITIAHO 3 BUMOTAMH PeECTPaLiitHOro NOCEIAYEHAA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianoeiaae cranaapram Ta Bumoram GMP. Ceprudikar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlinensia na BHPOGHULTBO NiKAPCLKIX 38C00IB: Cepist AB Ne 598054

Licence for medical products production: Batch AB No. 598054

111M % 3aCBIAMYI0, LI HABEICHA BILIC indiopMAauin ¢ JOCTORIPHEOI0 TA TOMHOKY. Lo cepito npoaykLil Gyn0 supoGaeiie (BKAOHAIOHY NOKYBEHIA/MAPRYBAHIA) Td
[IPOBEICHD KOHTPOas T AKoCH Ha BillLe3asHACHiH AibHKIL y aosnii BianoBiaHoCTi 3 Bistorasit GMP, BCTanOBICHUMI MICUCBHM PEIYAATOPHIA opraiosm. a
FAKO% RUMOBIM0 10 cticlndikauill, Mo MicTATLCA Y peceTpaniiinoMy Hocke ado Toprowiil ninelsii kpaiHn-sHpoGHUKA af0 KpaiHH-iMIOPTEPE, HKULO
NPOAYKLII iMIOPTOB2HE, 200 ¥ foCLE CrcL ikaulii HA Mpenapar WA A0CHIDKYBANOTO nikaperkoro 3acely. [Tporokoan BHPOBHILITEA, NAKYBANI T4 ANANI3IB
Y10 HEperNAHYTO Ta BETANOBIEHO B ETL 0

1 hereby confirm that the abeve €N entic and aecurate. This batch of the product was manufactured {inciuding packing/marking) and
its quality control was perforn K q}?n i \ 11 concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the specificatio W tation ser or the trade licence of a manufacturer country of importing country if the product was

Q)
\ o
imported, or in the dossier ¢ dust-specifgations for the ¢ Gincd drug product, The protocols of manufacturing, packing and analyses were reviewed and
approved in complying wilhiGNP. = =
= -~

\‘\?A.j éimix-aua;i'!;ﬂ - /é nabopatopieto BKS | Hauannink BKA YrosHoeaxena 0coba
A mi,.isalr@i%'ﬁﬁ—, #(J¢/ Lab In-charge QC Head Qualified Person
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Kuniscnxa dinin
TOB «Kyeym ©apm»

Yxpaida, 02092, M. Knis,

BYI. ANMAaTHHCbLKA, 58

Ten.: +38(044) 495-82-88, tarc: 495-82-87
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Kusum Pharm

TOB «Kycym $apm»

Yipaiua, 40020, m.Cymn, By;. Crpadina, 54
Ten.: +38(0342) 77

1 77-46-11

CEPTH®IKAT AKOCTI
CERTIFICATE OF QUALITY

Hazsa npoaykry:

[ITATOTPII®, radnerky, BkpuTi 080I0HKOIO

Name of product: PLATOGREL®, film coated tablets

Cuaa aii: Kioniporpenio Sicyibdar B nepepaxyHky Ha knomigorpens — 75,0 mr
Strength: Clopidogrel bisulphate cquivalent to clopidogrel — 75.0 mg

Cepin Ne/ Batch No.: SPF1013 Poamip ynaxoskn / Package size:  Ne84 (14%6)
Peectp. Ne/ A.R.No.: FP/0276/21 Tun ynakosxn / Pack type: Bnictep / Blister
Poamip cepii/ Batch size: 600 000 tab/tab Hara surotosaenns / Mig. date: 04,2021

Kin-ti ynakopok / No. of packs: 7 142 Tepmin npuaarnocti / Exp. date:  03.2024
Kpaiua / Market: UKR

Peccrpauiiine nocsiguenna Ne: UA/11433/01/01 TepMiH nii HeoOMexeHuUi

Registration Certificate No.:

unlimited validity

Ne n/n Ha3zBa ananisy Cneundirauis PeaynasTaTi ananisy
Sr. Na. Test name Specification Test result
Onuc Tabnerxy, sxpuTi 0BONONKOW pomeBOro KonLOpY, | Bianmosinae
| kpyraoi opmu, ABOOIYKII T2 DA KD 3 060X DoKiB.
Description Pink coloured, round, biconvex, film coated tablets | Complies
plain on both sides.
loenTudrikauis
Knominorpemo Sicyasar Yack yTpHMYBaHHA OCHOBHOTO Tika Ha Xpomaro- | Binnosizae
rpamax BHnpo0ORYBAHOTO | CTAHAAPTHOrG po3-
YHHIB, OTPHMAHHX TIPH KIJILKICHOMY BH3HaueHHI,
MOBHHHI CTIBAANATH.
3aniza OKCHA YepBOHUH Tlossa kpuBaBo-yepBoHOTO 3abapsieHus posunHy | Bianosimae
NpH J0A2BAHHI aMOHII0 TioliaHaTy.
2 Identification
Clopidogrel bisulphate In Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with standard solution.
Iron oxide red A deep red colour is produced after addition of | Complies
ammonium thiocyanate.
OaHopiAHICTb A030BANHX AV <LI(L1=15,0) 39
3 OHHHALE
Uniformity of dosage units AV <LI1(LI=15.0) 39
Posnanauus He Ginsuie 30 xsrimn 6 xB 20 cex
4 Disintegration NMT 30 minutes 6 min 20 sec
PozunHeHHs He menue 80 % (Q) 3a 30 x= 9% %
5 | pissolution NLT 80 % (Q) in 30 min 99 %
CynpoBifiHi AOMINIKH Knoninorpemo aominika A ~ te Binbue 1,2 %, 0,029 %
Knonigorpemo gomiwka C — ve Ginswe 1,5 %; 0,260 %
6 Bynb-ska iHIA OJMHMUHA AOMIMIKA (338 BHHATKOM
Knomigorpento goMiuka B) — we Gimsire 0,2 %; 0,040 %
Cyma pomimox (33 BHHATKOM  KIOWZOTpPEmio
JoMilkn B) — ne 6insiie 2.5 % 0,385 %
/’/
FP/0276/21 Crop./Page Ne: | 3/0f 2
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Kuiscoka hinin I g TOB «Kycym Dapm»
TOB «Kycym ©apm» Ykpaiua, 40020, m.Cymu, Byn. Cxpnoum 54
Vrpaiua, 02092, m.Ksis, Ten.: +38(0542) 77-46=H; i ~46-11
BYJL AMMATHHCBER, 58 D (ROSHR. ua
Tf:ﬂ.t +38(044) 495-82-88, dakc: 495-82-87 KMS“I# f/mrm W a
< 3 N
£ ( L
2= > =
Ne n/n Hazsa ananisy Cnenndixanin ‘—‘é { ni?ﬁ‘iﬁ'ail‘.’a’, 7/
Sr. No. Test name Specification il 'ﬂqﬁ"mm
Related substances Clopidogrel impurity A: NMT 1.2 %; N 8525972 5
Clopidogrel impurity C: NMT 1.5 %; L o)
Any single impurity (excluding Clopidogrel impu-
rity B): NMT 0.2 %, 0.040 %
Total impurities (excluding Clopidogrel impurity B):
NMT 2.5 %, 0.385 %
KisbxicHe BH3HAUCHHS Bia 71,25 mr o 78,75 mr 74,65 mr
{Bia 95 % mo 105 % Bix 3asencHoi kinkkocti wio- | 99,5 %
7 niporpeo).
Assay 71.25 mg to 78.75 mg (95 % to 105 % of LC of | 74.65 mg
Clopidogrel). 99.5 %
Janumkosi kinekocti opradivemux | 2-nponakon — He 6imsme 5000 ppm; 109 ppm
& PO3YUHHHKIB Juxnopmeran — ve Ginsiwe 600 ppm. ND
Residual solvents 2-propanol - NMT 5000 ppm. 109 ppm
Dichloromethane ~ NMT 600 ppm. He snasncHo
MikpoBioaoriyna uucToTa BaranbHa KinsKicTe acpoBHMX MIKpOOpPTaHi3MiB
(TAMC) — ne 6inswe 10° KYO/T. <50 KYO/r
3aranpHa KIARKICTL APLKKOBHX | muiceHeBMX
rpubis (TYMC) - ne Giabine 102 KYO/r, <10 KYO/r
§ Bincytuicts Escherichia coli 8 1 T npenapary. Bincyrus
Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g. < 10 CFU/g
Escherichia coli must be absent per | g Absent

BHCHOBOK: / CONCLUSION:

[MponyxT RHIOTOBRNEHO, YNAKOBAHO Ta NPOAHANIZOBAHO 3TIHO 3 BUMOTaMK PECCTPALIHHOTO NOCRIAMENE.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianoeizae crainapram Ta sumoram GMP. Ceprudirar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlinensis na BRPOOHHUTBO NiKapcbKHX 3acofis: Cepin AB Ne 598054

Licence for medica} products production: Batch AB Ne. 558054

11w A 3acBinyylo, U0 HaBCAEHA BHLIE iHDOpMaLis € ROCTORIpHO Ta TouHoto, L{io cepitc npoaykiii Oyno BUpobNCcHO (BXMOUaIONE NAKYBARHA/MAPKYRAHES) T
HIPOBEACHO KOHTPOSE 1T AKOCTI Ha HMLie3a3Ha4eH R AL ¥ nosRilt BimioBiHocTi 3 Busoramu GMP, BCTAHOBACHIIMH. MICLIEBHM DETYIATOPHHA OPIaHOM, 2
TAKOK BiANOBIRHO A0 cncunikauiil, wo MicTATRCA ¥ peectpauiiinosy Aocke abo Toprosiif AiueHsil kpaiHn-upoBHika abo KpaiHH-IMnopTEpa, AKINO
npegyxuile iMnopTopana, abo y Aocse cneundikauiit Ha npenapat a9 JochilxysaHoTo Jikapeskore 3acoBy. [lpoTokons BUPCGHATSEA, Naky BAHNS T4 MIEUTIZIR
Gyno nepernavyTo Ta acra}-:onneﬂ REGSTGMP.

its quality control was perfu
according 1o the specificatigh
imported, or in the dossier pi

u full concordance with the requirements of GMP imposed by local regulatory authority as well as
ssier or the trade licence of a manufacturer country or importing country if the product was
hined drug product. The protocols of manufacturing, packing and analyses were reviewed and

kj lu&ﬁ’

product specifigati

. naGopatopieto BKS | Hauansuuk BKS YnosHosakcHa ocoba
Lab In-charge QC Head Qualified Person
b Gsocsrco 75| Vool | epuptoniy
SRS p v
Himmyc/Signature: i VGt { \!"\ (fz:éﬁfbmewm/
Hara/Date: Elontis Lol 273 w2 e’

FP/0276/21 Crop./Page Ne: 2 3/0f 2
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Kuiscnka ginis o TOB «Kycym ®apmy
TOB «Kycym Dapr Ykpaiua, 40020, m.Cymu, By, Crpatina, 54
Yipaita, 02092, M. Kuis, ) Ten.: +38(0542) 774645
BYNT. ATIMATHHCEKa, 58 il
Ten.: +38(044) 495-82-88, taxc: 195-82-87 A:?z.sum .?ftarm
CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY
M—H-___“ -
[Hasea poaAYKTY; ILIATOTPLI®, TabaeTkH, BXPHTI 060s10HK010
Name of product: PLATOGRELS®, film coated tablets
Cuana pnif: Knoninorpemo 6i cyabdar B nepepaxyuxy na Kaonigorpens — 75,0 mr
Strength: Clopidogrel bisulphate cquivalent to clopidogrel — 75.0 mg
Cepia Ne / Batch No.: SPF1014 Pozmip ynakonku / Package size: Nog4 (14x6)
Peecrp. Ne/ A R.No.: FP/0279/21 Tun ynaxonku / Pack type: Gricrep / Blister
Poamip cepii/ Batch size: 600 000 Tab/tab Hata surotonnenmns / Mfg. date: 04.202]
Kist-te ynaxosox / No., of packs: 7142 Tepmin npunaruocri/ Exp. date:  03.2024
Kpaina / Market: UKR
Peecrpauiitie nocsizuennn Ne: TEPMiH Al HeoOMexeHHH
| Registration Certificate No.: — unlimited validity
Haspa ananisy Croeundixauis [ Pesynbtatn auanizy
Test name Specification Test result
Onnc Tabnerkn, BrpuTi 0GonoNKOIO PeXesoro komwopy, | Bianosinae

kpyrnof dopmn, nroonyxti Ta ranxi 3 oGox Bokis.

Description Pink coloured, round, biconvex, film coated tablets Complies
plain on both sides.

Inenthdixauis
Knoniporpenio Gicynuar Yacn ympumysanns ocuosmoro Oika Ha Xpomato- Bianosinae
rpamax  eunpobosysanoro i CTaHAAPTHOrO po3-
YHHIB, OTPHMAaHHX NPH  KiTBKiCHOMY BHIMAYEHHI,
AOBHHHI cniBnanatTy.

3aniza oxeun uepoomnyii Hosea KPHUBABO-YCPROHOTO 3abaprictus po3uuny | Binnoeinac
NPH RONARAHHI aMOHIIO TiouiakaTy,

Identification
Clopidogrel bisulphate In Assay, the principal peak in the chromatogram Complies
obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with standard soluticn,

Iron oxide red A deep red colour is produced after addition of Complies
ammonium thiocyanate.
Oanopinuicts gososannx AV <LI (LI=15,0) 2,6
3 ORMHHIE
Uniformity of dosage units AV <LI(L1=15.0) 2.6
Posznananns He Ginsiwe 30 xsunuy 6 XB 58 cex
+ Disintegration NMT 30 minutes 6 min 58 sec
Posunneniin He menwe 80 % (Q) 3a 30 x5 100 %
> | Dissolution NLT 80 % (Q) in 30 min 100 %
Cynporinui pomimk Krnoninorpenio nomimxa A — e Ginbue 1,2 %; 0,029 %
Knonizorpento aomiwka C - ge Binbue 1,5 %; 0,278 %
6 Byne-aka inwa ogmumpuna JoMinika (33 BHHSTIOM
Knoninorpemo noMiurkn B) — ue Ginsnre 0,2 %o, 0,040 %
Cyma  nomimiok {32 BHHATEOM RIoniporpetio
AoMimky BY ~ ne Ginpme 2,5% 0,404 2%
FP/0279/21 Crop./Page Ne: 1 3/0f 2
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Kusum Pharm

Kuisceka dixin

TOB «iCycym Dapa»

Yicpaina, 02092, . Kiip,

BYI, AnMaTHHChKa, 58

Ten.: +38(044) 495-82-88, hakc; 495-82-87

TOB «Kycym @apm»

Ykpaina, 40020, m.Cymu, sy, Ck psifina, 54
Ten.: +38(0542) 7 % the

S ﬁ
i
Ne n/u Hasna ananisy Cneundixanin & Beavapransananisy
Sr. No, Test name Specification X, , TEstiresu] S
Related substances Clopidogrel impurity A: NMT 1.2 %; AEEL) E\W‘S‘
Clopidogre! impurity C: NMT 1.5 %3 0. A, M.
Any single impurity (exciuding Clopidogrel impu-
rity B): NMT 0.2 %; 0.040 %
Total impurities (excluding Clopidogrel impurity B):
NMT 2.5 %. 0.404 %
Kinukiche Bu3nauenns 811 71,25 Mr 10 78,75 M 75,23 mr
(Bin 95 % mo 105 % sin sassnenoj Kinskocti kno- | 100,3 %
7 nizorpemo).
Assay 71.25 mg to 78.75 mg (95 % to 105 % of LC of | 75.23 mg
Clopidogrel). 100.3 %
3ammukosi xinskoeri Oprauivuux | 2-nponaHon — He Ginsme 5000 ppm; 52 ppm
. PO3YHHHNKIB HAuxiopymeran ~ we Ginsme 600 ppm, ND
Residual solvents 2-propanol — NMT 5000 ppm. 52 ppm
Dichloromethane — NMT 600 ppm. He Bustsneno
MixpoSionoriuna uncrora 3aramna  kinbxicTs aCPODHMX  MIKPOOpPraHisMip
(TAMC) - e Ginbime 103 KVYO/r. <50 KYO/r
3arampna  xinbkicTn Apismxonux | naiceHesnx
rpubis (TYMC) — e Ginbwe 102 KYO/r <10KYOQ/r
g Bincytuicrs Escherichia coli & | r npenapary. Bincyrtns
Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10? CFU/g, <10 CFU/g
Escherichia coli must be absent perl g, Absent

BHUCHOBOK: / CONCLUSION:

[Tponykr suroTorneHo,

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

YUAKOBAHO Ta NPOAHAMIZ0BAHO 3MiAHO 3 BHMOTaMMU peectpauiitnore nocsiguenns,

Bianosinae crannapram ta BuMoranm GMP.
It complies with GMP standards and requirements.

Jliuensis na Brpo6HuUTRO Nj KapchKHX 3aco0is:

Ceprudikar Ne 009/2020/GMP
Certificate No, 009/2020/GMP

Cepin AB Ne 598054

Licence for medical products production:

Llus 4 3acsinyyio, mo Hapcnena sunle izdiopaanis
posencno xoltpens i dKoCTi Ha BHMEIsKAYeH]f
TAKOK BENOBIAHO 10 crnenudivauif, wo sjcraT
TpojyKUite iMmopToRaro, a6o ¥ A0Che cneundiknui
By10 neperagnyTo Ta acTakoBCHO BiARORiARiCTH

I hereby confirm that the above me

its quality control was perfo
according to the specific
imported, or in the dos
approved in complyi

GMP,

€ HOCTORIPHOIO Ta Toukoto. 1o cepito npogykuii 6yno BHpOdneHO
Aiasini y nosuiii signosimiocri 3 anmoeravu GMP,
B Y peecTpatilinomy focke ato TOprosifl ninensil wpain H-BIPOBHHKA a50 Kpainm -iMnopTepa, aKie
il na npenapar ang Jecnimkysaore Aixapeskoro sacoby. [Iporokonn BHPOGIMLTR, fakypanag Ta avagisin

:dinfonmation is authentic and accurate, This batch of the
Wued above in fill concordance with the requirem

Mtration dossier or the trade licence of a ma
the: examined drug

Batch AB No. 598054

product. The protocols of manufacturing,

product was manufactured
ents of GMP imposed by lo

(BRAIONAIOYI NaKyBaHUA/MAPKYBAKHHA) Ta
RCTAHOBACHIMH MicHCBHM

PEEYRATOPHIIM OpradoM, a

(including packing/marking) and
cal regulatory authority as well as
nufacturer conntry or importing country if the preduct was
packing and analyses were reviewed and

i
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Anadrtical Chemisi=

J,Baa. naboparopiero BKS | Havansnux BKS

' QC Lab In-charge

YnosHoramena ocofa
Qualified Person
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Kuinenka iaia
TOB «Kyeym ®apmy

Yipaina,

02092, ym Kin,

By7. AnMarnieska, S8

Ten.:

+38(044) 495-82-8¥, dare: 495-82-87

Kusum Pharm

Yxpaina, 40020, m.Cyau, sy, Cx
Tea.: +38(0542) 77-467
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CERTIFICATE OF

CEPTH®DIKAT SKOCTI
UALITY

Hassa npoaykry:
Name of product:

IJIATOIPLI®, tabnetky, BKPHTI 06070HKOI0

PLATOGREL®, film coated tablets

Cuaa pii:

Knoniaorpemo 6icyasdar B nepepaxyHky Ha kaonigorpens — 75,0 mr

Registration Certificate No.:

unlimited validity

Strength;: Clopidogrel bisulphate equivalent to clopidogrel — 75.0 mg

Cepin Ne/ Batch No.: SPF1015 Po3mip ynaxoskn / Package size:  Ne§4 (14x6)
Peectp. Ne/ A.R.No.: FP/0342/21 Tun ynaxkosku / Pack type: Baicrep / Blister
Poswmip cepii/ Batch size: 600 000 Tab/tab Jara suroTtonenus / Mfg. date;:  04.2021

Kin-ts ynakopox / No. of packs: 7 142 Tepmin npuparnocri / Exp. date:  03.2024

Kpaina / Market: UKR

Peecrpauiiine nocinuenna Ne: UA/11433/01/01 TepMin aii HeoOMekeHnii

Ne n/m Hasga ananizy Cneundikanis Pesyavsrarn ananisy
Sr. No. Test name Specification Test result
Onue Tabnerxy, srputi 0BOIOHKOK POXKEBOTO KONLOPY, | Bianosizae
xpyrnoi hopmu, ABOOMYKI Ta raaki 3 06ox Gokis.
]
Description Pink coloured, round, biconvex, film coated tablets | Complies
plain on both sides.
InenTudikauis
Knonigorpemo Gicynndar Hacu yTpuMyBaHHS OCHOBHOrO fika Ha xpomarto- | Bixmosinae
rpamax BunpoGOBYBaHOTO 1 CTaHjapTHOIO po3-
YHHIB, OTPHMAHMX IPH KUILKICHOMy BH3HAUEHHI,
TIOBHHHI CIIiBIIA1aTH.
3aniza oxcHA YepBOHHUI [osBa «kpuBaBO-4epBOHOIO 3abapsicHHs pozuuy | Bignosijae
NIPH JIOAABaHH] aMOKIIO Tiouiauary,
2 Identification
Clopidogrel bisulphate In Assay, the principal peak in the chromatogram | Complics
obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with standard solution,
Iron oxide red A deep red colour is produced after addition of | Complies
ammonium thiocyanate.
OnnopifHicTs T030BaHUX AV <LI (LI=15,0) 1,8
3 OJIMHHB
Uniformity of dosage units AV < LI (L1=15.0) 1.8
Po3nananna He 6insire 30 XBuauH 8 xB 58 cex
4 . . . .
Disintegration NMT 30 minutes 8 min 58 sec
Po3uuHeHHs He menme 80 % (Q) 3a 30 xB 100 %
5 . ; . .
Dissolution NLT 80 % (Q) in 30 min 100 %
Cynposigti foMimku Knonigorpemo romimxa A ~ ne 6inbie 1,2 %; 0,017 %
Knoninorpenio gomiwka C — ne Ginsue 1,5 %; 0,263 %
6 Bynp-sika iHma oAMHHYHA AoMilIKa (32 BUHATKOM
Kionigorpeno pominiku B) — ne 6insure 0,2 %; 0,044 %
Cyma nomimox (32 BHHSTKOM KJIOHNiAOIpesnio
gomMimwku B) — ne Ginbiue 2,5 % 0,390 %
FP/0342/21 Crop./Page Ne: 1 3/0f 2
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TOB «Kyeys Dapros
‘V}\p'niid, 40020, m. vam BYIL, Cxpabina, 54

Tea.: +38(0542)

Kuiscnra Qs
TOB «Kyeym @apm»
Yipaina, 02092, s uts,

. AJMATHHCERS, 58
Ten.: +38(044) 495-82-88, darc: 495-82-87 /{./Hflim ..7)/253}’/9‘:
R
E U’\’F\r\( (h \ D\f =
Ne u/nn Ha3ssa ananizy Cueundixanin e3VIALTATH ANA
Sr. No. Test name Specification E i a)?nmmﬁlt“
Related substances Clopidogrel impurity A: NMT 1.2 %;
Clopidogrel impurity C: NMT 1.5 %;
Any single impurity (excluding Clopidogrel impu-
rity B): NMT 0.2 %; 0.044 %
Total impurities (excluding Clopidogrel impurity B):
NMT 2.5 %. 0.390 %
KinekicHe BH3HAYSHHS si 71,25 mr 0 78,75 Mr 73,80 mr
(Bin 95 % no 105 % Bin 3assneHol xinskocTi kio- | 98,4 %
7 miaorpeno).
Assay 71.25 mg to 78.75 mg (95 % to 105 % of LC of | 73.80 mg
Clopidogrel). 98.4 %
3anumkosi Kinbkocti opradiynux | 2-nponanon — ue Ginpiue 5000 ppm; 74 ppm
o PO34HHHHKIB Juxnopmeran — ue Ginsiue 600 ppm. ND
Residual solvents 2-propanol - NMT 5000 ppm. 74 ppm
Dichloromethane —~ NMT 600 ppm. He BHaBieHo
Mixkpo6ionoriuna uncrora 3aransha  KinkKicTh acpobHHX MIKpoopraHiamis
(TAMC) ~ ne 6inbwe 10° KYO/r. <50 KYO/r
3arajbHa KinbKicTh APDKIKOBHX 1 MuticeHeBHX
rpu6is (TYMC) — ne Ginsme 10? KYO/T. <10 KYO/r
" Bincytuicts Escherichia coli 8 1 T npenapary. BixcyTus
Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10% CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

[TpoayKT BHFOTOBACHO, YIIAKOBAHO Ta NPOAHAJIZ0BAHO 3TiAHO 3 BHMOTAMH PEECTPALIHHOrO NOCBIAYCHH,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crannapram ta sumoram GMP. Ceprudikar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlinewsisa Ha BUpOGHHUUTRO JIKApCLKUX 3ac00iB; Cepin AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Ll st sacwijuyio, mo Hanejiena Bume indopmaiia € nocrosipHoo Ta Tounoio. Lo cepito npoaykitl Gyno srpobicno (BRIIOYAIONH NAKYRIRHA/MAPKYBAHHA) Ta
HPOBCACHO KOHTPONB 1l AKOCTI Ha BULe3a3Haueniil Almsuuii y nosuill sinnosigsoct 3 sumoramu GMP, BCTAaHOBJICHIMH MICLCBIM PEry/ISTOPHIM OPIaHOM, 4
Takok BLANOBIAHO 10 cneundikauii, mo MicTATec y peecTpauiiiHoMy ocke aGo Toprosiii JiueHsii kpaiHu-BipoSHHKa a0 KpainM-iMnopTEpa, SKIIO
UPOIYKLEIO IMIOPTOBAHO, 460 Y N0Cke cielnikallifi Ha NPENapaT I8 AOCALIYBAROIO Jikapeskoro 3acoby. [TpoTokoss BpoGHIILTE, NAKYBAHHS T2 AHANI3B
6y:10 NEPErNIAHYTO Ta BCTAHOBIEHO Bianosiguicrs GMP,

| hereby confirm that the above mentio

tic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality control was perf(mned at tl }

concordance with the requirements of GMP imposed by local regulatory authority as well as
or the trade licence of a manufacturer country or importing country if the product was

lmpmu.d orin lhe dossler of pro Qs S drug, product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GM ,
m t anann% ,3as. }'Mf))pample}o BKSI | Hauansuuk BKS VY noBHoBakena ocoba
tical Ch "QC charge QC Head Qualified Person
O Tnenrrgixanik , .
AT e ol A e
Im’st/Name: Tord ‘<’ cxof 33525992 =3 R’a Ly EL\{‘"QY\, /q 5\;;3 et A I
. P 3-’{ g,' . s
[Tinnuc/Signature: » ArHA ""'C \“/\\V‘ z\: .

Jara/Date 19 vl 10512 1

FP/0342/21 Crop./Page Ne: 2 3/0f 2




Kuiscoxa disin

TOB «Kycym Dapy»

Vipaiua, 02092, w.Kuis,

BV AnMarhncska, 38

Ter: +38(044) 495-82-88, dare: 495-82-87

TOB «Kyeym drapayy
Vrpaiua, 40020, m.Cymu, By, Ckpadina, 54

Kusum Pharm

CEPTHOIKAT AKOCTI
CERTIFICATE OF QUALITY

LR
Ha3pa OpoayKTy: [JIATOT PUI®, TabneTxu, BKPHTI 060IOHKOIO pESENNS
Name of product: PLATOGREL®, film coated tablets
Cuuia il Kunoniporpeso Gicynsdar B nepepaxyHky Ha kionigorpens — 75,0 mr
Strength: Clopidogrel bisulphate equivalent to clopidogrel — 75.0 mg
Cepisn Ne/ Batch No.: SPF1016 Posmip ynaxosku / Package size;  Ne84 (14x0)

Peecrp. Ne/ AR.No.: FP/0349/21 Tun ynaxoskn / Pack type: Bnictep / Blister
Po3mip cepii / Batch size: 600 000 Tab/tab Jara surotornenns / Mfg. date:  04.2021
Kin-ts ynaxosox / No. of packs: 7 142 Tepmin npuparnocri/ Exp. date: 03,2024
Kpaina / Market: UKR
Peecrpauiiine nocriguenns Ne: TepMin ail HeobmexeHni
s " R UA/11433/01/01 .. e
Registration Certificate No.: unlimited validity
Ne n/nn Hasga ananisy Creundixauis Pe3yabTaTu ananizy
Sr. No. Test name Specification Test result
Omnuce Tabnerky, BxpHTi 0BONOHKOIO POXKEBOro KoJibopy, | Bianosinae
, Kpyraoi dopMH, IBOOMYKII Ta riajxi 3 0box BokiBs.
Description Pink coloured, round, biconvex, film coated tablets | Complies
plain on both sides.
Inentndixauis
Krnonizorpenio Gicynsdat Yacu yTpHMYBAHHS OCHOBHOIO MiKa Ha xpomaTo- | Biamosimae
rpamax BHIpOOOBYBAHOrO 1 CTaHJAPTHOIO pPoO3-
YUHIB, OTPUMAHUX TNPH KUILKICHOMY BH3HAYEHHI,
TIOBHHHI CIiBNIAJATH.
3asii3a OKCHA YePBOHNI Iosiza xkpuBaBo-ycpBoHOro 3abapsicHHs pozumiy | Bianosizae
NpH J0ZaBaHHI aMOHIK TiOLIaHATY.,
2 Identification
Clopidogrel bisulphate In Assay, the principal peak in the chromatogram | Complics
obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtained with standard solution.
Iron oxide red A deep red colour is produced after addition of | Complies
ammonium thiocyanate,
OxnHopinsicTs 1030BaAHUX AV LI (L1=15,0) 1,1
3 OaMHHULD
Uniformity of dosage units AV <LI (L1=15.0) 1.1
Poznananus He 6inbme 30 x8uumH 9 xB 2 cex
4 Disintegration NMT 30 minutes 9 min 2 sec
PosunncHHs He menwe 80 % (Q) 3a 30 x8 101 %
> | Dissolution NLT 80 % (Q) in 30 min 101 %
Cynposigui jominiku Kionizorpenio nomiuka A — ne 6inswe 1,2 %; 0,016 %
. Knoninorpemo aomimxa C — ue Ginsuie 1,5 %; 0,299 %
6 Byap-sixa inwa opMHMYHa goMilika (3a BHHATKOM
Knoniforpeso gomiky B) — ne Ginsie 0,2 %; 0,059 %
Cyma jaomimiox (33 BHHATKOM KJIONOrpenio
jomiky B) ~ we 6inbuie 2,5 % 0,426 %
FP/0349/21 Crop./Page Ne: 1 3/0f 2




TOB «Kycym Dapa»
Vipaina, 40020, m.Cynu, yn. Cxpadina, 54
Tem.: +38(0542) 77-46- 182 32-46-11

Kuinesra §ixia
FOB aRKyeys @apu»
Yipatua, 02092, v Kuig,

BYT. ATMATHHCBKA, S8
Ter: +38(044) 495-82-88, hake: 495-82-87 /(usm .?harm s
) T/ Ky %\
EE S =
Ne n/n Hassa anauisy Crenndicanis i\ kT H kAl ;L[ /
Sr. No. Test name Specification @ 9""!’&‘0“‘&&‘1‘“”‘/ﬁ
Related substances Clopidogrel impurity A: NMT 1.2 %; O U 55297) \x\;/
Clopidogrel impurity C: NMT 1.5 %; 039 % 4 uC )
Any single impurity (excluding Clopidogrel impu-
rity B): NMT 0.2 %; 0.059 %
Total impurities (excluding Clopidogrel impurity B):
NMT 2.5 %. 0.426 %
Kinpxictc BU3HaYeHHA Bia 71,25 mr 10 78,75 Mr 76,09 mr
(Bin 95 % no 105 % Bin 3asBneHol kinskocti xkno- | 101,5 %
v, nizorpemo).
Assay 71.25 mg to 78.75 mg (95 % to 105 % of LC of | 76.09 mg
Clopidogrel). 101.5%
3anuuwkosi kinekocti oprauivunx | 2-nponaton ~ we Ginswe S000 ppm; 72 ppmi
" PO3YHHHHKIB HAunxnopmeran ~ ne 6inbiie 600 ppm. ND
Residual solvents 2-propanol — NMT 5000 ppm. 72 ppm
Dichloromethane — NMT 600 ppm. He Busasneuo
Mikpo6ionoriyna 4yuctora 3aranpua  KinbkicTs aepobHHX  MixpoopraHismis
(TAMC) — He Ginsie 10° KYO/T. <50 KYO/r
3araibHa KIILKICTH APDKIAKOBHX 1 IUIICCHEBHX
rpuGis (TYMC) ~ ne Ginpme 102 KYO/T. <10 KYO/r
5 BincyTHicts Escherichia coli 8 1 r npenapary. Bincyrus
Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts/moulds count (TYMC);
NMT 10% CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION:

[IposyxT BUroOTORNEHO, YNAKOBAHO Ta NPOAHANIZ0BAHO 3TIAHO 3 BUMOIAMH PCCCTPALIIHOIO NOCBiAdeH .
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Bianosinae cranaapram ta sumoram GMP. Cepradixar Ne 009/2020/GMP
It complies with GMP standards and requirements. Certificate No. 009/2020/GMP
Jlinensis #Ha BUPOGHULUTEO NIKAPCHKHX 3ac00iB: Cepin AB Ne 598054

Licence for medical products production: Batch AB No. 598054

Llim 5 sacsindyio, wo sasenena suute indiopmanis € nocToripHoIo Ta TounoI0. Liio cepito npoaykuii Sy10 BHPOOACHO (BK/IOHAIONH NAKYBAHHA/MAPKYBAHNA) Ta
NIPOBCAICHO KOHTPOIR iT AKOCTi Ha Brite3asHaveifl AbibHIE y nouill sianorignocti 3 sumorami GMP, BCTAHOBACHIMH MICUERHM PEryIIATOPHIM OPraHOM, 2
TAKOK BLANOBLMO 10 (:numdvi:\auiu 10 MICTATBCA y peecTpauifinomy nocse abo Toprosifi niuewsii xpainn-supoSuixa ao kpainm-iMnoprepa, skuio
[POIYKIII0 iIMIOpTOBANO, aB0 ¥ J0CKhe uxumqnumu Hil TIPENApaT JUI A0CHIHKYBAROTO HKapeskoro 3acoly. [poTokonn sHpoSaui s, NakysaKHsa Ta aHanizis

Gy10 NEPErafiyTO T BCTAHOBIICHO BINONT}

!u‘zb“.‘:—m«
I hereby confirm that the above % informatio ientic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality control was pcrtbmv:;’ at thc silu mcnuoncd a full concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the speciﬁcati(,lf.%" Chyded ?IMQ sier or the trade licence of a manufacturer country or importing country if the product was
imported, or in the dossicrf product \puu[i'wlmm. 3 i

approved in complying wit

ig&imiwan' Vé:z/ nabopartopiero BKS | Hawanbuux BKSI Y nosroBaxena ocoba
)M@gkﬂlgcmis; . YO Lab In-charge QC Head Qualified Person

] OM ‘3 1:3:9 7 > v - O { i } & 7 ¢ S
IM’n/Name: N K o9 i&\ Cuoeecs TG Pﬁ;ﬁpw (}\WO-}L f[gz[\%a elc: e

N&M P =

mne/Si ; T s R\
Tlipnuc/Signature fﬁ‘:w?’ - ('" e ‘\,}1\ d
Hara/Date: 74/08 / 14 roY o/ kY, ‘\{5 \%& Ku')\ FGRE [y

FP/0349/21 Crop./Page Ne: 2 3/0f 2
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Kuisenka dinist

TOB «Kycym ®apm»
Vxpatna, 02092, m.Kuis,
BYINI. AJIMaTHHCBKa, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87

o
TOB «Kycym ®apn»
VYxpaina, 40020, M.C i1, Crpsibina, 54
% % SRR Shae : 77-46-11

)
Kossum Phavin S

Ten.: +38(03F29 07

CEPTUDIKAT AKOCT]I
CERTIFICATE OF QUALITY

%,,
ST

Ha3sga npoaykry: TUIATOT PUI®, TabneTkH, BKpHTI 0G0I0HKOIO

Name of product: PLATOGRELD?, film coated tablets

Cia aii: Knominorpeno 6icyabgar B nepepaxyHKy Ha wionigorpens — 75,0 Mr
Strength: Clopidogrel bisulphate equivalent to clopidogrel —75.0 mg

Cepis Ne/ Batch No.: SPF1019 Po3mip ynakoBkn / Package size:  No84 (14x6)
Peectp. Ne/ A.R.No.: FP/0449/21 Tunn ynaxosku / Pack type: Bmicrep / Blister
Po3mip cepii / Batch size: 600 000 Tab/tab Hara BurotoBnenns / Mfg. date:  05.2021
Kin-ts ynakoBok / No. of packs: 7 142 Tepmin npngatroceri / Exp. date:  04.2024
Kpaina / Market: UKR

Peecrpaniiine noceigueHns Ne: TepMiH Aii HeoOMexeHui

Registration Certificate No.: U1 osi0 Ll unlimited validity

Ne /it Haspa ananisy Cnenndikanis PesyabTaTH ananizy
Sr. No. Test name Specification Test result
Onuc Tabnetkn, BKpUTI 0BONOHKOIO POXKEBOTO KONLOPY, | Biamogimae
i Kpyriiol dopMu, ABOOIYKJIi Ta IManki 3 o6ox Gokis.
Description Pink coloured, round, biconvex, film coated tablets | Complies
plain on both sides.
InenTudikanisn
Knoninorpento 6icynsdat Yacu yTpUMyBaHHs OCHOBHOI'O MiKa Ha Xpomaro- | Bimnosinmae
rpamMax BHIIPOOOBYBAHOTO | CTaHEApPTHOrO poO3-
YHHIB, OTPHUMAHUX TIpH KiNbKICHOMY BH3Ha9eHHI,
TIOBHHHI CITiRMaNaTH.
3anisa OKCHI YepBOHHIT ITosBa KkpHBaBO-4epBOHOro 3abapBleHHs po3uuHy | Bimnosimae
TIpY NOfaBaHHi aMOHIIO TioLiaHaTy.
2 Identification
Clopidogrel bisulphate In Assay, the principal peak in the chromatogram | Complies
obtained with test solution has the same retention
time as the principal peak in the chromatogram
obtaned with standard solution.
Iron oxide red A deep red colour is produced after addition of | Complies
ammonium thiocyanate.
ONHOPIAHICTb 1030BaHMX AV <L1 (L1=15,0) 1,0
3 OJNUHHIb
Uniformity of dosage units AV <L1(L1=15.0) 1.0
Po3naganns He 6inbiue 30 xBwiMH 8 xB 42 cex
: Disintegration NMT 30 minutes 8 min 42 sec
Po3unHenHs He menwe 80 % (Q) 3a 30 xB 100 %
9 Dissolution NLT 80 % (Q) in 30 min 100 %
CynpoBizH1 goMitK Knoninorpemo aomimka A — He 6imbiue 1,2 %; 0,023 %
Knoninorpemo nominika C — He 6insuwe 1,5 %; 0,383 %
6 Bynp-sika iHIIa OJMHMYHA NOMilDKa (33 BHHATKOM
Knoninorpemo pomiwkn B) ~ ne 6inbiue 0,2 %, 0,068 %
Cyma poMluoK (32 BHHATKOM KIONiAOrpesio
nomimxu B) — He Ginbine 2,5 % 0,581 %
FP/0449/21 Crop./Page Ne: 1 3/of 2
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Yipaina, 40020, M Cymy, Byn. Cxpsabina, 54
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Ne n/m Hasga ananisy Cnenndikanis A\
. . O\
Sr. No. Test name Specification 7
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Related substances

Clopidogrel impurity A: NMT 1.2 %;
Clopidogrel impurity C: NMT 1.5 %;
Any single impurity (excluding Clopidogrel impu-

SRS
e

rity B): NMT 0.2 %, 0.068 %
Total impurities (excluding Clopidogrel impurity B):
NMT 2.5 %. 0.581 %
KinsxicHe BU3Ha4YEeHHS Bin 71,25 mr mo 78,75 mr 74,01 Mr
(Bin 95 % no 105 % Bin 3asBneHol kinbkocti kno- | 98,7 %
7 MJIOTPeo).
Assay 7125 mg to 78.75 mg (95 % to 105 % of LC of | 74.01 mg
Clopidogrel). 98.7 %
BaNMIIKOB] KiNbKOCTI Opraniyuux | 2-mponaHon — He 6inbme 5000 ppm; 32 ppm
g PO34YHHHHKIB Tuxnopmerad — He Ginbmre 600 ppm. He BusBneHo
Residual solvents 2-propanol — NMT 5000 ppm. 32 ppm
Dichloromethane — NMT 600 ppm. ND
MikpoGionoriyna yicrora SaransHa KinbkicTh aepoBHHX MIKpoOpraHismis
(TAMC) — ne Ginswe 103 KYO/r. <50 KVO/r
3araneHa KiNbKiCTh IphKIKOBHX | TwTiCeHEBHX
rpu6is (TYMC) — e Ginbure 10> KYO/T. <10 KYO/r
g Bincyruicts Escherichia coli 8 1 r npenaparty Bincytra
Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. <50 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10% CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g Absent

BHUCHOBOK: / CONCLUSION:

TTpORYKT BHIOTOBJIEHO, YIAKOBAHO Ta MPOaHAIIi30BaHO 3riIHO 3 BAMOTaMH PeECTpauliiiHoro nocBingeH s,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosigae crangaptam Ta Bumoram GMP.

It complies with GMP standards and requirements.

Jlinensis Ha BHPOGHULTBO JiKapChKHX 3ac00iB:
Licence for medical products production:

Ceptudirar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB Ne 598054
Batch AB No. 598054

LIsM # 3aCBLANYIO, WO HABEXeHa BIE 1HAOPMALLS € I0CTOBIPHOI Ta Toukola Lio cepio npoxykuwii 6ynio BHpoGIEHO (BKMOUAIOR naxyBaHHa/MapKyBaHHA) Ta

NPOBENEHO KOHTPOND 11 AKOCT! Ha BHIE3A3HAUCHITT ABHULL Y MOBHIH BIAMOBLIHOCTI 3 BHMOraMH GMP, BCTAHOBJIEHHMII MICIIEBHM PCIYNATOPHHM OPTaHOM, 2

TAKOX BIANOBIZHO A0 cnewudikawif wo MiCTATCA y peectpauiiinosmy zocke abo Toprosiit niueHsii kpainu-sHupoGHiKa aBo KkpaiHu-IMnOpTEpa, AKIIO

TIpOAYKLIIO iMIIOp108aHo, a60 y Aocke cnewdikauiil Ha npenapar Juis ACCHIIUKYBaHOTO nikapcekoro 3acofy TTpoTokosy BHPOGHIULTRA. NaKyBaiiig Ta ananisis
T P

Gy.no NepPersHyTO Ta BCTAHOBJICHO BIANORM

1 hereby confirm that the above me

its quality control was performg "‘g‘;b

according to the specificatio &/ saded ";gcm;?r ;

imported, or 1n the dossier o, /- muc] ns for
L areie o

approved in complying with{G

batch of the product was manufactured

(including packing/marking) and

ull concordance with the requirements of GMP imposed by local regulatory authority as well as
ier or the trade licence of a manufaclurer country or importing country if the product was
ned drug product The protocols of manufacturing, packing

and analyses were reviewed and

e
s

e

X iMiK-aH
sA\palytical

Havansruk BKS

,Je#l|naboparopiero BKS
7 ab In-charge QC Head

‘VroBHOBaXkeHa ocoba
Qualified Person

3 O 1B P 20592 U
Im’s/Name: MB%%&Owaw 3 PO‘@Y”’ \%)’W)h’ %muo/m JZ}'
. . NSHPATHA 2 ] 7
Iigmac/Signature. M JE e O,\\\/) pLLCLL et
v ¢
Iata/Date: 22 /ow /u 24ho6 a2\ 06\2) ,@;l//ﬂé /A
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