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CEPTHONKAT KAYECTBA

CERTIFICATE OF

Hassanne nponyxra: 30JIOTIEHT®, tabnerku, Bkputi 060101KOI0, KHLIKOBOPO3uHHUI no 40 Mr Nel4 (14x1) y 6nicrepax
Name of product: ZOLOPANT?, enteric coated tablets, 40 mg No.14 (14x1) in blisters

Per. Ne: / A.R.No.: FP/0749/20

Pasmep cepun: / Batch size: 1 000 000 ra6a./ tabl.

Cepusn Ne: /Batch No.: SZAKO010

Koauuectno ynaxkosok: / Number of packs: 71 428

Jlara uarotosnenns: / Mfg. date: 08.2020

Cpok roguocty: / Exp. date: 07.2023

Perucrpannonnoe ceuaerenncrso Ne UA/9814/01/01, Tepmin aii neobmexennit
Registration certificate No. UA/9814/01/01, unlimited validity

Ne n/mi IapameTpst Crennduxauns PesyanTaTht
Sr. No. Tests Specifications Observations
1 Onnc Osaneni  mBoonyxm  Tabmerxkn,  BKPHTI Bixnosinae
060JIOHKO10 KOBTOTO KORBOPY
Description Yellow, oval, biconvex enteric coated tablets. Complies
2 InenTadixauis
TTanmonpa3zony nampio Yacu yTpHMYBaHHS OCHOBHOTO flika Ha Binnosinae
ceckaiziopam XpOMATOTpaMax 6unpoboeyeano20 posquny i
PO3YUHY  nOpIGHANHA,  OTPHMAHMX  NPH
KiNIbKICHOMY BH3HAYCHH], NOBHHHI 36iraTucs.
3aniza oxcuo xcosmui Tlpu nonasanni po3dMHy aMoHil0 Tiomiasary Bianosinae
YTBOPIOETHCS KOPHYHEBO-YEPBOHC 3a0apBeHHA
PO34HHY.
Tumany diokcud YTBOPIOETLCA KOMP Bill KOBTO-4EPBOHOTO A0 Bianosinae
OpaHKeBO-YEPBOHOrO.
Identification
Pantoprazole sodium In the Assay, thc principal peak in the Complies
sesquihydrate chromatogram obtained with fest solution has
the same retention time as the principal peak in
the chromatogram obtained with siandard
“solution.
Ferric oxide yellow After ammonium thiocyanate solution adding, Complies
a brown-red colour appears.
Titanium dioxide A yellow red to orange-red colour appears. Complies
3 OnHOpiAHICTh 1030BaHHX AV <L1(L1=15)0) 6,3
OMHALB
Uniformity of dosage units AV<LI(L1=150) 6.3
4 Po3nazganns 0,1M HCI - He nos#HHi po3naaaTHCs NPOTArOM
120 xB Binnosizae
Bydepanit  posums pH 6,8 -~ nosnuni
po3nanaTHCA NpoTarom He Ginsme Hik 60 xB 23 xB 45 cex
Disintegration In 0.1M HCL: none tablet should disintegrate in
120 minutes. Complics
In buffer solution pH 6.8: all tablets should
disintegrate in 60 minutes. 23 min 45 sec
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0,20 %

Ne n/n TapamMeTpni Cneunduxauns PesyanTarn
Sr. No. Tests Specifications Observations
5 Po3unHeHHs 0,1N pozuns HCl ~ He Ginsie 10 % 32 120 xa 0%
Y dochatHomy Gydepnomy posunui pH 6,8 —
He MmeHie 75 % (Q) 3a 30 xs 94 %
Dissolution In 0.1IN HCI: NMT 10 % in 120 minutcs 0%
In buffer solution pH 6.8: NLT 75 % (Q) in
30 minutes 94 %
6 CynpoBiHi n0MilKH Cynpoginni nomiwxu D i F: we 6inswe 0,50 % Huxue piBHA BH3HaYEHHs
TlauTonpazony cynposifha AoMiwka A: 0,106 %
He Ginswe 0,50 %
[Tauronpasony cynposiaHa fomimxa B: He Bussaeso
He 6inbie 0,30 %
Byas-sxa inwa onaunnyHa nomiwka: we Ginbwe| Hukue piBus Busnauenns

Microbiological purity

Total aerobic microbial count (TAMC):

Cyma nomimox — xe 6insuie 1,0 % 0,106 %
d substances Related compounds D and F: NMT 0.50 %. BDL
Pantoprazole related compound A: NMT 0.50 %. 0.106 %
Pantoprazole related compound B: NMT 0.30 %. ND
Any other individual impurity: NMT 0.20 %. BDL
Total impurities: NMT 1.0 %. 0.106 %
7 Kinekicue Bu3naucHus Bin 38,0 mr no 42,0 mr 39,85 mr
(95 % ~ 105 % Bin 3asBa€HOT KinbkOCTI) (99,6 %)
Assay 38.0mgto42.0 mg 39.85mg
(95 % — 105% of the label claim). (99.6 %)
8 Mixpobionoriuna ancrora 3aransua KinskicTs acpobuux Mikpoopraiamis
(TAMC) - ne Ginbwe 10° KYO/r <50 KYO/r
3aranbHa KinbKicTh APIMDKOBMX i IUlicCHEBHX
rpu6is (TYMC) ~ ne Ginswe 102 KYO/r <10 KYO/r
Bincytnicts Escherichia coli 8 1 r npenapaty Escherichia coli -

BiACYTHICTL B 1 1

NMT 10° CFU/g <50 CFU/g

Total combined yeasts and moulds count

(TYMC): NMT 10% CFU/g <10 CFU/g

Escherichia coli must be absent per | g Escherichia coli is absent
perlg

3AKJIOYEHHME: npo,
cBuacTeancTa, OTae
CONCLUSION: th
with GMP standar

9/,
GoBaHMAM H
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XOBaH H NMPOTECTAPOBAH B COOTBETCTRMH C TPEGOBAHHAMM PETHCTPAUHOHHOTO

pram GMP. Cepraguxar Ne 009/2020/GMP
No. 009/2020/GMP

cked and analyzed as per Registration Certificate requirements. It complies

JInnen3ns Ha npous TBO JICKAPATBCHHMIX C; Cepus AB Ne 598054
Licence for medical ucts pr jon: g Batch AB No. 598054
e\ { S
N w d }ﬁn HasanbHuka OKK IHaqam»an OKK Ynonnomoucunoe auuo
7 24 Deputy QC Head QCHead - Qualified Person
M, -
. ) : - . )
Hoea/Name: LU OMpO Spuotsane VI Pagm Vel N
Noannce/Signature: a&u/ ~ (; Lo _ (}4\\0 /z}(u'w oreys
Hata/Date: 30109720 g C//& [ ‘;':LO 3!:\“3\,)0 SN o
FP/0749/20 Crpannua Ne; 2 u3 2
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CEPTHO KAYECTB
TIFICATE OF QUALITY

Hassanne npoaysxra: 30JIOIIEHT®, raGnetkn, BRpHTi 0600HK010, KHLIKOBOPO3YHHHi no 40 Mr Nel4 (14x1) y Gnicrepax
Name of product: ZOLOPANT®, enteric coated tablets, 40 mg No.14 (14x1) in blisters
Per. Ne: / AR.No.: FP/1022/20 Pa3zmep cepuu: / Batch size: 1 000 000 Ta6x./ tabl.
Cepusa Ne: /Batch No.: SZAK017 KosnuectBo ynaxosok: / Number of packs: 71 428
Jara usroronnenna: / Mfg, date: 10.2020 Cpox roanoctu: / Exp. date: 09.2023
Perucrpamiontoe ceuerenbcTso Ne UA/9814/01/01, Tepmin nii neoGmexennt
Registration certificate No. UA/9814/01/01, unlimited validity
Ne n/nt IIapamerpni Crennduxaipsig PesynnTaTii
Sr. No. Tests Specifications Observations
1 Onuc Oeaneni  ppoomykni  TaBnerku,  mkputi Binnosinae
06OJIOHKOIO JKOBTOTO KOJLOPY
Description Yellow, oval, biconvex enteric coated tablets. Complies
2 Inentudikauis
Tanmonpasony nampio Yacu yTpuMyBaHHR OCHOBHOTO TMika Ha Binnosinae
ceckaiziopam XpoMaTorpaMax eunpobosysarozo posuury i
PO3uuRy  nopignanMA,  OTPUMAHHX  TNpH
KinbxicHOMY BM3HauEHH], TOBMHHI 36iraTHEs,
3anisa oxcuo scoemuii IIpn nopaeanui posuHHy amoHilo TiouianaTy Binnosinae
YTBOPIOETBCA KOPHYHEBO-4EPBOHE 3a6apBaeHHA
po3uuHy,
Tumany dioxcud Y1BoploeThca Kostip BiR XOBTO-uepBOHOrO J0O Bianosinae
OPaHXEBO-4EPBOHOTO, '
Identification
Pantoprazole sodium In the Assay, the principal peak in the Complies
sesquihydrate chromatogram obtained with test solution has
the same retention time as the principal peak in
the chromatogram obtained with standard
solution.
Ferric oxide yellow After ammonium thiocyanate solution adding Complies
. a brown-red colour appears. :
Titanium dioxide A yellow red to orange-red colour appears. ' Complies
3 Ounnopiaxicts nozoBanHux AV<L] (L1=15,0) 2,7
ONHHHLb
Uniformity of dosage units AVZSLI(Ll=150) 2.7
4 PosnanaxHs 0,1M HCI ~ He noBHHHi posnanaTHcs NpoOTAroM
120 x8 Binnoginae
Bydepun#i posuun pH 6,8 - nosunsi
pO3NanaTHCA NPoTAroM He Ginbite Hix 60 xB 10 x8 20 cex
Disintegration In 0.IM HCI: none tablet should disintegrate in
120 minutes.. Complies
In buffer solution pH 6.8: all tablets should
disintegrate in 60 minutes. 10 min 20 sec
FP/1022/20 Crpanuua Ne; | w3 2
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TOB «Kycym ®apm»

. Kulscbka dinia '
TOB «Kycym ®apm» K Vipaina, 40020, M.Cymu, syn, Cxpabinra, 54
VYkpaina, 02092, M.Kuis, Ten.: +3 8(0542)_ 17?-:‘6-10, o 6-11
BYN. AJTMaTtHRChKa, 58 , e-mail: info(
Tinn.: +38(044) 49a5'-82-ss, dakc: 495-82-8 wum Pharm n,o" -
(2 =2
«KYCYM ®APMM | T
Nen/n IapameTpe Cnennduxauns Q) Bq‘yyw_?mnuu , 67}
Sr. No. Tests Specifications /o
5 Posyurenna 0,IN po3unn HCl - e Gimsuwe 10 % 3a 120 xs AR
Y dochatnomy Gydepnomy posumni pH 6,8 —
He merme 75 % (Q) 3a 30 xs 95 %
Dissolution In 0.IN HCI: NMT 10 % in 120 minutes 0%
In buffer solution pH 6.8: NLT 75 % (Q) in
30 minutes 95 %
6 Cynposinui nomimxn Cynposinni nomiutku D i F: ne Ginswe 0,50 % Huxue pisus Busnayenns
Ianronpasony cynposizua goMimka A: 0,163 %
He Gimbiue 0,50 %
IlanTonpasony cynposinna noMimxka B: He srasneno
He Ginsme 0,30 %
Byns-axa iHwa oaunuuna nomimka: ve Ginswe| Hikue pisns BusHauenns
0,20 %
Cyma nomiwmok - He Ginswe 1,0 % 0,163 %
Related substances Related compounds D and F: NMT 0.50 %. BDL
Pantoprazole related compound A: NMT 0.50 %. 0.163 %
Pantoprazole related compound B: NMT 0.30 %. ND
Any other individual impurity: NMT 0.20 %. BDL
Total impurities: NMT 1.0 %. 0.163 %
7 Kinukicue su3sHayeHus Bin 38,0 Mr a0 42,0 Mr 39,46 mr
(95 %~ 105 % Bix 3asBnenol xinkkocti) (98,7 %)
Assay 38.0mgto42.0mg 39.46 mg
(95 % ~ 105% of the label claim). (98.7 %)
8 Mikpo6ionoriyna uucrora 3aranpHa KinbKicTs aepo6uux Mikpoopranizmis
(TAMC) — ne 6insmie 10? KYO/r <50 KYO/r
3aranpHa. KinbKicTh HDIKAKOBHX i TuTiceHeBMX
rpubis (TYMC) - ne 6insie 102 KYO/r <10 KYO/r
Bigcyruicrs Escherichia coli B 1 r npenapary Escherichia coli -
) BiiCyTHICTR B | T
Microbiological purity Total aerobic microbial count (TAMC): ’
NMT 103 CFU/g <50 CFU/g
Total combined yeasts and moulds count
(TYMC): NMT 10% CFU/g <10 CFU/g
Escherichia coli must be absent per 1 g Escherichia coli is absent
: perlg

3AKJIIOYEHHE: npoayxr npo 4KOBAH M NpPOTECTHPOBAH B COOTBETCTBHH C TPeGOBAHMAMM PErHCTPALHOHHOrD

cenaerenscTsa. Orseyaet 1p,
CONCLUSION: the progdéeid-fhanufacturdsss

taM GMP. Cepruduxar Ne 009/2020/GMP

ed and analyzed as per Registration Certificate requirements. It complies

with GMP standards and ertificNoNo. 009/2020/GMP
Jlnuensua Ha nponssos JIeKapeT, Cepua AB Ne 598054
Licence for medical p s productfop: Batch AB No. 598054
q o
"Wﬁ& Kk |3 auanpumuka OKK Havansuux OKK VrnonHomouennoe nuio
QC Head |QC Head Qualified Person
. N\ : 7
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i
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FP/1022/20 . "Crpannus Me: 2 3 2
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