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BYil. AilMaTHECbHKE, 58 ;
Ten.: 138(044) 495-82-88, daxc: 495-82.87 Kiestn A
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CEPTHDIKAT AKOCTI
* CERTIFICATE OF QUALITY ;.\\ -
" Haiea NpoAYKTY: 30OJIOIEHT®, tabnetky, BKpHTI 060NOHKOI0, KHIIKOBOPO3HHHE] \\‘:_-_.“____j__f;//
- Name of product: ZOLOPANT®, enteric coated tablets

Cuna gii: I‘Ia}rronpazony HATPiKO CeCKBIriApAT, CKBIBAICHTHO, naHTonpasony — 20,0 mr

Strength: Pantoprazole sodium sesquihydrate: ‘cquivalent g pamoprazo]e —-20.0 mp

Cepis Ne/ Batch No.: $ZD1001 Posmip ynakosxn / Packagesize: Nel4 (14x1Y

Peecrp. Ne/ AR.No.: FP/0068/2] - Tun ynaxosks / Pack type: Brierep / Blister

Po3mip cepii/ Batch size: 1 000000 Ta/tab | Jara Burorommenny / Mig. date: 012071

Kin-ts ynakonok /No. of packs: 71 428 : Tepmin npupatThocth fEx;i.date 12.2023

Kpaina / Market: UKR :

Pecerpaitifine nocsiguenna Ne: ) Tepmin i aqb_ﬁme_meﬂni&

Registration Certificate No; | U//9814/01/02 unlimited validity N
[‘J‘(o n/o H_énga‘;-a_uaniay Cneuutinxamn ¢ | Peyapvarw ananisy
FSY No. Test name Specification Test result

Onue Osanrni aedomyron TabneTKy, mqnm " 66onoRKon Bianosifa¢
] JKOBTOIO KONLOPY _
Description Yellow, oval, biconvex enteric coated tablets Complies
Inermidixanis :
Harimonpasony nampiso Uach  yIpuMyBanes  OCHOBHOTG ° . miKa  Ha Binoosigae
ceckeiziopam XpomaTorpaMax  BHRpoGoRyBaHoro posunHy i
PO3UHHY NOPIBHAHA, OTPHMAHHX YIpH mm,mcuouy
BH3HaYCHHI, TOBHHMI 36iTaTHEA.
3aniza oxcud srcoemui Ilpu  fozasanmi posuily aMoKiio Tiouiamaty | Bianosizae
?m‘apmﬁ:cx mpmncno-qcpnone ‘zabapBmcHns
_ Tumany gioxcud Ymoploencs xopip Bia ‘acoa'ro-txepmuom ac | Bixnowizige
2 OpaIDKER0-YENBOHOTY.,
Identification '
Pantoptazole sodium In'the Assay, the principal peak in the chromamgram Complies
sesquihydrate obtained with test solution has the $ame retention
time .as the principal peak in the chromatogram
‘ ) obtained with standlard sohition,
Ferric-okide yellow After ammonium thiceyanaté ‘solution. adding, a | Complies
- brown-red colour appears.
Titanium dioxidg A-yellow red to orange-red colour. appéars. Cémplies
Oamopinnicts nozosanmx AV<LI(L1=15,0) 7.4
3 OHHHLE
Uniformity of dosage units AV <Ll (L1=150) 14
Posnapanms - 0,IM HCl — e rosmuiti posnanaTics mpoTAioM | ]
120.x8 ‘Bimmonrigac
Bydépunit posgiti pH 6,8 — nosnwit pO3amaTHca | _
NPOTATOM He Binbnte Hisk 60.x8 13 x821 cex
4 Disintegration In 0.1M HCL none tablet should disintegrate in
120 minites, Complies
In buffer solution pH &.8: all tablets should | )
L . disintegrate in 60 minutes. 13 min'2] sec
FP/0068/21 . p./Page:Ne: 1 3/0f3
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Kufschka dinin

TOB «Kycym ®apm»
Vipaina, 02092, v Kais,
BYIL. AnMaTHHChKa, 58

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

k

Kusum Pharm

TOB «Kycym Papam

Yipaina, 40020, M.Cymu, syn. Cxpabina, 54
Ten.: +38(0542) 77-4 ,.,... ——

(-‘ LY
~E 2 ,\\
((x) (% - ?;}
SVCRYCVM paprr, 15 ]

Nen/ne Haara ananizy Cneundikauin Q SRTETATY AHAIAY
Sr. No. Test name. Specification, A A T;Qmilglt &
PosunmeHus Y 0,IM posduni KMCAOTH. XIOpHCTOBOAHEBOT: He | 0 %l fP; 27 e
Oinbiie 10 % Bin 3asBneHol KiNLXOCTI MawTOnpa- oy
3oy 3a 120 xB; ‘
Y doedarnomy Gydepromy posumni pH 6,8: we | 95 %
meHwe 75 % (Q) Bin s3assnenoi xinskocti maHTo-
5 npasony 3a 45 xs
Dissolution In 0.1M hydrochloric acid: NMT 10 % of the la- 0%
beled claim of Pantoprazole in 120 min,
In pH 6.8 phosphate buffer solution: NLT 75 % (Q) | 95 %
of the labeled claim of Pantoprazole in 45 min
CynposiaHi aomimky HJomimxa A— ne Ginste 0,5 % Hmxue piBua Bisnauenns
| Homimxa B - ne Ginsie 0,3 % He sistanetio
Cyma nomiwoxk D 1 F - xe Sinsiue 0,5 % Hipreue piBes BH3HaYe A
‘Heinenrndikosana goMiuixa — se Ginpie 0,2 % Hitikye piBHs BH3HayeHHA
Cyma nomiwox - e 6insie 1,0 % Hipkue pisHa Busnavienss
§ | Relted substasices Impurity A: NMT 0.5 % BDL
Impurity B: NMT 0.3 % ND
Impurities D and F: NMT 0.5 % BDL
Any other individual impurity: NMT 0.2 % BDL
“Total impurities: NMT 1.0 % BDL
Kinuxicre susnaucuns Bin 19,0 r no 21,0 Mr 19,43 Mr
(95 % — 105 % pin 3assnenol KinbkocTi) (97,2 %)
L -Assay 19.0mgto 21.0 mg 19.43 mg
(95 % ~ 105% of the label claim). (97.2%)
Mixpo6ionoriuua wicToTa JaranpHa KinpkicTs aepolHUX Mixpoopradizmis
(TAMC) - xe Ginewe 10° KYO/r <50 KYO/r
3aranbHa KinBXiCTL APIKIKOBMX | TUTiCeHEBMX
rpubis (TYMC) - He 6inswe 102 KYO/r < 10KYO/ir
Bincyruicts Escherichia colis 1t npenapary Biacytaa
8 Microbiological purity Total aerobic microbial'count (TAMC):
NMT 10 CFU/g < 50 CFU/g
‘Total combined yeasts and moulds count (TYMC): 7
NMT 10 CFU/g < 10 CFU/g
Escherichia coli must be absent per 1 g Absent

BACHOBOK: / CONCLUSION:

IIponyxT puroTosneHo, ynakosaso Ta NpoaHAI30BAHO 31 AHO 3 BHMOraMH peecTpanidHoro nocaigueHH.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae cTansapTam ta BuMoram GMP,
It complies with GMP standards and requirements.

Jlinen3is Ha BHPOGHMITEO NixapcEKHX 3ac0BiB:
Licence for medical products production:

Ceprupikar Ne 009/2020/GMP
Certificate No. 009/2020/GMP
Cepia AB Ne 598054
Batch AB No. 598054

«TTIEIDAPM
AThs

laeHTHbikariim

%04, 20075891
ans
CEPTHOIKATIB

FP/0068/21

Crop./Page Ne: 2 3/0f3




TOB «Kycym ®apm» Yxpaina, 40020, M. CymH, vyn. CrpsaGiua, 34
Vipaina, 02092, m.Kuis, Ten; +38(0542) 77463 :

BYJL ANMATHHCBKA, 58 ’
Ten.: +38(044) 495-82-88, dakc: 495-82-87 Kuswnm P harn

Ruiscera dinin lg . TOB «Kycym ®apmm»

TaKo% Bifiosisno A0 cneunpixauil, wo MICTATHCR y poecTpalsiiioMy Aocke a60 TOproBifi JieHaiT KPaTHH-BHPOBHHK

1pozyxuilo iMnoptoans, afo ¥ Aoche cnewndiikauliii Ha:npenapaT Ans oIy saHOTO nikapeskore 3acoby. IPoToKoNH BHAOGHHN

Oy70 meEpernaByTO-Th BCTAROBNEHO BIANOS AKICTE. GMP,

[ hereby confirm thai the above mentioned information s alithentic and accurate. This batch of the:product-was mapufactured (including_packit_\g}marking) and
its quality control was performed ut thee site mentioned above in ul) concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the specifications included-in the Tegistralion. dossier ‘or the trade. licence of -a manufacturer country or impoerting country if the product was

imporied, or in the dossier of product specifications for fhe examined drug product. The protocols of manufscturing, packing and analyses were reviewed and
approved in complying with GMP,

«[JIEIOAPM
AT

laeHmadixaysien

koA 20075891
Ang
CEPTUGIKATIB

Ximik-aramiTak 3aB. naGopatopicio BKST | Hauanenyx BKSI YToBHEOBaskeHa 0co6a
Analytical Chemist  }/QC Lab In-charge QC Head Qualified Petson

In’s/Name: i P Qﬂaeemﬁb 75 ?C\g'm ‘% M“h gﬂg‘wﬁ&{ﬂ@{/y

i

TTinmue/Signature: g o wJ Q‘{ aead O‘\\M ,ﬁa e et x&{fl

, - p— 7
HaraDite: ST el Sty (5 f_c:_z,ii,z; {g\nj_‘ o) /{/\:ﬁ /‘;C?o[,/;ﬂé/ /,‘//
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Keiscora dimda

TOB «Kycym Dapm»
Yipaira, 02092, m.Kuis,
YA, AAMATHHCERS, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-8

aciti
\;\emgaﬂﬁag\

TOB wlyeym @apnsvi

Hazea apoayxrTy: 30BOTIEHT®, 746net«n, BRpIT! 0FOROHKOIO, KALIKOBQPOYTHIR].
Name of produet: ZOLOPANTS, enterio coated tablets
Cauna il Mawrrotpazony HAEpho egcksﬁ.ﬁpaw, wexnipaiierTHo. fagTonpasty —20,0 M
Strength: Pantoprazole sodium sesquibydrate squivalent to'pi £} razbler- 20.!1::1?,
Cepin Nt / Bateh No.: SZD1003 Pmipynamsmfﬁackage sizes j
Pecerp. Ne/ ARNo.: FP/0527/2) Ty yhiavoni P Rakk types Bmmpmﬁsm:
Posmip cepit / Batch, size: 1 000000 ¢dbiliah | Aaragucozengenns: Mig. date; 06.2021
Kin-5 ynarosow / No. of packs: 71428 Tepvilir npiiatstest{ Exp, date: 052008
Kpaiua [ Mavket: VKR,
Pecerpaniiine nocRigaenns Ne: ' fre}mig,ag Hgﬁﬁmeuﬁ
Registration Certificnte No.: U o HOL2 sildity e
Men/n Hasea anauizy Cneun&‘:ixauia Pesymmmana:ﬂaj 1
Sr. No. Test pame Sﬂﬁci{:mﬁbn _(REstiesail
Onze Qmm proomywn faSyerme; Bxpatl obdmdikow | Bigndkigae
1 SKEBTOF) RATEORY
Description Yellow, aval, biconvex enteric ¢oated tablets Conaplies
Laerudikania '
Hasronpazony naipinc Uhck  yipemysansR  ocEoemerp miRa.  Ba | Bignomiee
cecksiriapar Xpomatorpamax m!npoﬁnnyaamm posaymy i
poaswRy mpiasmmg, M'pmam nipw KiiTsxicHoMy
apspadern, nosuEE s6iFaTHG.. ,
3zniza oxeHa HoBTHH Il'pa pondpanEi pogumdy ampdito. Tioilifdainy | Bineidae
YTEOPIOETECA  KOPHMHCEO-epHONE sabapivickes
posay .
Turauy miokcna V-spop:omca kopip .8ig WWopTO-9¢pECHOG [0 | Bignomiast
2 OPRINKERO-EPROKOTD..
Identification
Pantoprazole sodium Inihe 'Ass_ay, the prmmpalpeak in the _cbromatpgam
sesquihydrate .Ghtained. : the o etenitl
‘time -85 ﬂm pnncapal pcak | ‘the chromatagram
"ghiaingd with standard solation. o o
Ferric oxide yellow AfRF ammbniumy zbmc}ranaie Solation adding, 2 | Complies
trovm-red colour appédss.
Titanium dioxide A gia]law red to orange-Ted colour 2ppears. Cosnplies
OnsopiziicTs A030BAHUZ AV<LI(Li=150) _ 138
3 OAMHAID
Uniformity of dosage units AVEL1 LI =150) . 33
Poznanasss I,M HECI — »e wopuii pmnanamaa fipo7TaToM
-lﬁﬁm’- "Bifitesigat
Ey@ﬁpm posiry pH 6,8 ~ *'ﬁeam posnERaTacs _
HpOTAPOM HE GiARILE Fisk B 12 x513 ek
% Disintegration In 0:IM HCL: none idblct should uvisimtegrate in | .
E20 minuigs. | Compties
In buffer solutior pH 68 @1 tabiets shewd | =
disinitégraie in 60 minutes: 12:min I3 sz
FP/0527/21 Crop/Bage Fey 1.3/013
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Knipcera dinia

TOB «dCycym Dapm»
Ypaina, 02092, s Kein,
BYR. AAMATHECEED, 58

Ten.: +38(044) 495-82-8R, gaxe: 495-82-87

3

Vrpaina, 40020, MCymg =
Ten.: +38(0542) ’f’-

TOB ;&Gycym @apm

((=

Ne w/n Hazea amanizy G‘:_:_enugamsuﬁa
St. Né. Test name fication
Pozunpesun ¥ OM o P ATOPHCTURORECROT, 40
611!51:1& 10 % sin 3awpnesel KimERaCTi nam‘onpa—
30my.32 120 B
v (bot;q)amemy Gyepromy. peaupa pH 4,8 we | 97%
mesme 75 % (Q) wia 3aseackol kimsxocTi manTa-
5 ppazony 28 45 xn
Dissolution In G:1M hydiochloric acid: NMT 10 % of the la- 0%
beled élaim of Panioprazole in 120 min; o
Ini pEI'6.8 phosphate bufter solution; NLT TSh(Q) |97%
of the labeled cléim afPan:oprazole in 45 min
Cynposiani gominike '.zlomi‘mxa A— neGinsie 0,5 % | 8118%
Wil B A% He pliinneso
FLE =¥ ae {,5 ¥ : iﬁm&&pmmmnaaem
I-I m@maaaﬁammnm— e Gimnie 8,2 % . Bk pindu hiEikancHin
Cyma. aomimox - ge Gumme 1,0 % 0:118%
6 Related substances Empririty A NMT 0.5% 0.1 1RY%
i) nmyB* NMT 033" % ND
and By NM’II G.5%. BDJ_.
Anyl- siher mdmdual impusity: NMT 0.2 % :
“Totaliropurities: NMT 1.0 %
KimbxicHe BuaHAueHHEA Big 39,0 v 50 21,085
{95%~105 % siz dbanaeact kihnKoeTi)
7 Assay 190mgp21.0me
(95-%% — 105% of the label élaim).
MikpoGiogoriunz YHeTOTA | Bachmmme. xinskicrs aepo6im: Mmpaoprauisma
(TAMCE) —5e Gismuic 10°KYOH <SOKYOir
3oransHe  KiNBRICTE npm:;mm i maicenerex
TpuBis (TYMC) ~ e 6litbnic 10 KV O/r < I0KYGIr
Bm"cymm Escherizhic coll s 1 apenapary BigbyTas
8 | Microbiologicel purity "Ijatglacmb:e icrobial copnt (FAMC):
X <SRCFUE
<10FU/e
_Eseheﬁcﬁia-colz mustbeabsentper 1 g Absent
BHCHOGBOK: | CONCLUSION:

TipoayKT BUTOTORNRHO, YAAKORAHO Ta. NPOAHANINRANG S1iAH0'S BUMOTAMY HCecTpalHOM HocHiaucnns,
The product is fanufactured, packed and analyzedas pef requirétients of Registrativn Certifigile.

Binporinge cTa#fapTaM Ta BUMoTaM GMP
1t complies with- GMP standards and requirements.

Jlinensia isz BEPOGHIIXEG JiKapeiKin SacoGin!’
Licence for medical prodiets production:

Cepmttilca'r J&‘ 608, 1202 OIGI 4R

/ «l‘J[E[@APM
Ly
trermudivaufiimig
xon 20075891
Ana

FP/0527/21

Crop/Page Ne: 2 4lof 3
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Kulsorka dinia ' TOB Wyeyn Gapyn
TOB «Kycym Dapmy Vipaina, 40020, € i3, 5/
'&’Kpama "02092, m.Kui, Ten.: +38(0542) ??—46

. AIMETRBCRER, 58 - . 3 -m
Ten.: +381044) 495-82-88, thakc: 495-82-87 Kisiomn Phavis o

LM A 2aceimsyio, e  HABCACHR BNIG inmopaania £ noa'mmpﬂmo‘m TORROI: I.ltoocpne npommm'iﬁxho BHpobIcse (BRMGIERAN |
TponenERG KoHTpams T akooTi ma nmncsadimuenil ghmauiiy. npm-ﬁ nhnnwmms. siioramp GMP; seTaorncias » S
Takoix BIAOGBUMO Mo cremmdikauill, vl MiCTRTbCH ¥ PECUTPANRINANY ASELE MO ORTORI Zineuil KDREU-BIPOCHHKR N
npoAyKuilo IMPGRTORANG, AGD Y RUSHE mcuu@mmﬁﬁaanpcnapn =i nacniaacyaancm MiKAFERKORR ‘3aco§3t Hipoiokona snpafi P
Gyno TCPerAAKYTO T ooTaNoEAEHO RiANCRi sy GMIP,

I heroby confizm that the above meationed information is authentic:and tecurate, This bateh af the product was mamn‘acnmﬂ G nqludmgpgc“kmg{mdung} ang
ité juality control was perfopmed at the site mentioned ubcm:m eqncodanee withtbe :eqmmmmls‘ofGMP imposed By local uguiqxo 154 nwas well as
according to-the specifications fcluded 1p the. registration-dossicr-or- the: tmdg.tieenge of-a-manufacturcr o zmpam‘ngaemt:y JE the product wes
impogted, oF in tha dossicr of product specifications fol s ckdifinkd drg product. “The protecals of toannfactindig, packing aad FHilyses wire Fviswed and
approved in compliving with GMP.

Xirsix-ananiteg | oz, aaﬁopa*romepBKH‘
Analytical Chemist {7 Cia'bln-cbarge
Ina”a/Name: faémw?c'a‘ i BB épﬂmww- NG ,é.
Hinnue/Sighsiture: (#%7 | e
s P 1CHI 22 o3
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Knristhra di:ria TOB «Kycyst apsin
TOB «Kyeym Qapmy Viepaina, 40020, s.Cywmk, sy, Crpadina, 54
Yipaina, 02092, m.Kiis, Teun.: +38(0542) 77- TR
By, AsmardHceka, 5% %t Ve
Ten.: +38(044) 495-82-88, dhawc: 495-82-87 /&Lﬁd}n .?/taf’m

CEPTUOHKAT KAYECTBA e
CERTIFICATE OF QUALITY Oﬁs&

Haznauue npoayxra: 30JI0TIEHT® Ta6nerxn, BKPUT! 06010HKOI0, KHUIKOBOPOIUHHHI Mo 20 Mr, Neld Wﬁmpax
Name of product: ZOLOPANT® enteric coated tablets 20 mg, No.14 (14x1) in blisters

Per, Ne: / A.R.No.: FP/0974/20 Paimep cepmin: / Batch size: 1 000 000 Tadn./ tabl.

Cepun Ne: /Batch No.: SZDK004 Kossuectro ynakonoxk: / Number of packs: 7] 428

Mata usroTosnenns: / Mfg. date: 10.2020 Cpok ronmocta: / Exp. date: 09.2023

Perscrpaunonnoe ecumnerenncreo Ne UA/9814/01 /02, TepMin aii HeoBmexennii

Repistration certificate No. UA/9814/01/02, unlimited validity ]
[ Nen/m MapameTper Cneundnraunn Pesyanrars

Sr, No. Tests Specifications QObservations
1 Omnnc Osaneni  amoonykni  Tafnerxks, expwTi | Bianosimae

0BONUHKOIO KOBTOTO KOILOPY

Description Yellow, oval, biconvex enteric coated tablets Complies
2 Inentudikanis
flanmonpazony wampin Hacu  yTpuMyBanHS OCHOBHOFO nixa Ha | Bianosinae
cecxsiziopam XPOMATOrpaMax sunpoboayeanozo posvuny i
PO3UYIY  HOPIENANNR,  OTPHMAKHX  Tpi
KinnkicHoMy BHIHAUCHHI, MOBHHHI
aGiraTica.
3aaiza oxeud xcoantufi IIpu nomasanni posunuy amonito Tioujanary | Bianosinae
yTBDpIOCTbC.ﬂ KOpH‘Il!CBO-l!chOHC
3abapoaciis posHy.
Tumany diokcud YTaoproeTeea xonip Bin woBTo-ucpBonoro | Bianominae
[0 OPaHKCBO-YCPBOHOTO,
Identificalion '
Pantoprazole sodium In the Assay, the principal peak in the Complies
sesquihydrate chrematogram obtained with fest solution has

the same retention time as the principal peak
in the chromatogram obtained with standard

solution.
Ferric oxide yellow - | After  ammenium thiocyanate  solution | Complies
adding, a brown-red colour appears,
Titanium dioxide A yellow-red to orange-red color appears. Complies
3 Onuopianicts no3osanux AVSLI(LI =150 4,5
ONMHHLY
Uniformity of dosage units AV<LI({LI=150) 4.5
4 Posnananns 0,IM HCl - wne nosumni posnaparuca | Bianosinae
npotsrom 120 xB
Bydepuuit posunn pH 6,8 — nosusni | 17 xa 4 cex
po3nanaTHCA OpoTAroM He Ginsue Hix 60 xB
Disintcgration In 0.1M HCI: none tablet should disintegrate | Complies

in 120 minutes
In buffer solution pH 6.8: all tablets should | 17 min 4 sec
disintegrate in 60 minutes

Crpannua Ne: 1 w3 2
Page No.: | of 2

FP/0974/20

i / XK ﬂ@ﬂﬁ
B con. W O3 5;’/ /4. 14
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KulBenka ginig

TOB «Kycym @apm»
Yipaina, 02092, M.Kuis,
BYN. AnMaTuHCERa, 58

TOB «Kycym ®aprm

Yxpaina, 40020, M.Cymn, zyn CprﬁlHa, 54
Tes.: +38(0542) 77-46- ;
e- mall i i

1 ol A b Tt

Ne n/n Napamerpu Crneuuduxammn
Sr. No. Tests Specifications | N+ Oy,
5 Pos4ricnus 0,IN HCI —ne 6inbwe 10 % 3a 120 xs
Y ¢ochatHomy Sydepromy posummi pH 6,8 —
He MeHmwe 75 % (Q) 3a 30 xb 94 %
Dissolution In 0.INHCL: NMT 10 % in 120 minutes 0%
In buffer solution pH 6.8: NLT 75 % (Q)
in 30 minutes 94 %
6 Cynposiani fomimin Howmimxa A ~ ne Ginsiwe 0,5 % 0,145 %
Homiwka B — He 6insure 0,3 % He BusaBsnena
Cyma nomiwox D i F - ne Ginsme 0,5 % Huwye pisha BusHaveHms
Heineumndikonana aomiurka — we Ginsine 0,2 % Huxue pisna Bu3dageHns
Cyma pomiwok ~ e Sineme 1,0 %. 0,145 %
Related substances Pantoprazole related compound A: NMT 0.5 % | 0.145 %
Pantoprazole related compound B: NMT 0.3 % | ND
Related compounds D and F: NMT 0.5 % BDL
Any other individual impurity: NMT 0.2 % BDL
Total impurities: NMT 1.0 % 0.145 %
7 KinkkicRe Bu3naueHusn Bin 19,0 mr no 21,0 Mr 19,82 mr
(95 % - 105 % iz 3aserenoi kinkkocti) (99,1 %)
Assay 19.0 mg to 21.0 mg 19.82 mg
{95 % —105% of the label claim) (99.1 %)
8 MixkpoGionoriuna suerora 3araneha xinskicTe aspoBuux mxpoopramamn
(TAMC) - ne Ginnee 10° KYO/r mchute 50 KYO/r
3arankHa KinbKicTh APIKANOBHX i MAICCHEBMX
rpubie. (TYMC) — e Ginviie 102 KYO/T MeHue 10 KYQ/r
_ Bincyrdicts Escherichia colin 1 r npenaparty Escherichia coli — 4
Microbiological purity ' BigCyTHiCTR B I T
Total aerobic microbial count (TAMC):
NMT 10° CFU/g <50 CFU/g
Total combinéd yeasts and moulds count
(TYMC): NMT 10? CFU/g <10 CFU/g
Escherichia coli must be absent per 1 g Escherichia coli is absent per
. lg

3AKJIIOYEHHE: npoayxr o
CBHIETCALCTRA. Orscqacr D .f.,- B

with GMP standards and

YHQKOBAH U NPOTCCTHPOBAH B COOTRETCTBMH C TPEGOBAHMAMMN PEIHCTPALNOHHOIO
aprad GMP. CepTudnkar Ne 009/2020/GMP

Ny kcd and analyzed s per Regisiration Cemﬁ(.a:e requirements. It complies

JTruenauns Ha npoussoaffy ) _Cepnn AB Ne 598054
_Licence for medical proi s produc o|| Batch _AB No. 598054
k& HK-aHAT ,—33‘ Sppuannimka OKK | Hawamenux OKK ¥nonnosmouennoe nuuo
BNy Shen TR Gikanidudy biffy QC Head lQC Head Qualified Person
‘ ' X 73 L\ A,
Hma/Name: ”.'fﬂ 2 OEQIL KL ,0’ | R’L(,‘]'P" ]C}'J G‘IL Q%mﬂ‘éiffz?}b[ [” 4
: . P T V)
Moanues/Signature: 2 ., _Ci}{_w} i (’\r\\ ? % o /
Hara/Date: 4L T e g Wlielso o VA’Z/ e
74 7
FP{0974/20 Crpanuua Ne: 2 us 2

Pape No:: 2 of 2
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