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CEPTHGIRAT SKOCTY
CERTIFICATE OF QUALITY
Hassa nponyrry: 30JIOTIEHTS, rabnetky, Bicpmi 0BONOHKOIO, KHIMKOBOPOIYHHAI 110 40 Mr
Name of product: ZOLOPANT®, enteric coated tablats 40 mg
Cnna miv; IMantonpaseny HaIpilo ceckBiriapar, expinanenTuo nanTopazony — 40,0 mr
Strength: Pantop_razolc sodium sesquihydrate,equivalent to pantoprazole — 40.0 mig
Cepin N/ Batch No.: 5Za4013 Pospiip ynaropwn / Package size: Ne3G(10x3)
Pecerp. e/ ARNos FPi0725/24 Tu ynaroexn / Pack type: Enicyep / Blister
Poamip cepii/ Batch size: 1 000 000 Tab/tab | Maxa BHroToRMeHHa / Mg, date: 09,2024
Kin-rz, ynarosoic / No. of packs: 33333 Tepmin npitaaiocsi / Exp, date:  08.2027
Kpaina / Marlkei: UKR
Pecerpaniiine mocnigiennst Noy , Teprin nil aeobmerxernmi
Repistration Certifieate No.: UMQS_M!OUOI uniimited validity
Nen/a Hazpd ananisy Cressidicanin PesyneraTn ananizy
- Sr. No. Test name ] Specification Test result
Omie Onansni pBoOMyRRi TaONETKY, BRI 0GOROMKOM Bignosinae
I IKOBTOTD KOKLOPY
Description Yellow, aval, biconvex enteric coated tablets Complies
Tnenmdiranis ' o
Nawronpasony natpio Yach  yipumybawmr  ocwosmore  mixa #a | Bignowinae
ceckpiriapar XPOMATOTPAMAX  BINPOLDRYBEHOTG posuMyy |
POSTHHY NOPIBHANRS, OTPEMAaNEK TpH KiNTEKiCHOMY
BH3HAUEHHI, TOBRHH] 36iratucs,
3aniza oxeu scopTHl Tips  monapansi poxHHY aMoyho Tiowiawary | Bimmopimae
YTBOPIOCTLCA  KOPUMHERC-Yepsoie  3aGapBieHns
po3ymILy,
Turany niokeun Yisopioersen komip min HOBTQ-uepBOHOre Ao | Biamosinae
2 OPAMKEBO-YePROKOTO,
Identification . . N
Pantoprazole sodium In the Assay, the pringipal peak in the cliromatogram, Corsplies
sesquihydrate obtained with test solufion has the same relention
time gs the pringipal peak in the clromatograst
obtained with standard solution. .
Ferric oxide vellow After ammonium thiocyanate solution adding, a | Complies
brown-red colour appears. )
Titanium dioxide A yellow red to orange-red colour appears. Complies
QnuopinHicTs Jo3oBarux AV=L1(L1=150) '
3 ONHHMIL ’
Uniformity of dosage units AV=L1L1=150)
Poztananus ‘ 0,IM HCI ~ ne noeunmi posmamatics nporsroM | Bianosinae
120 xe
Byibepninii poaymr pHl 6,8 ~ nonynni poghagatues
NpOTAroM He binbme Bix 60 xn 17 xB 26 cex
4 Disintegration In 0.IM HCl: none tablet should disintegrate in | Complies
120 minirtes,
In buffer solution pH 6.8: all tablets should
disintegrate in 60 minutes, 17 min 26 sec
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Ne nfr Hazna ananisy Cnewmihixanin PesyaepTaty ananizy
Sr. No. Test name Specifieation * Tesl result
Posuunenyn ¥ 0,1M poaunni xuenori xnopuereponnesci: e | 0 %
bimswe 10 % »ix sassuenol ximbrocri DaBTONpa-
30y 3a 120 xB;
Y ¢ocarnony Gydepromy posunsi pH 6,8: ne [ 92%
Menwe 75 % (Q) vim 3ansxenol xinckocri namro-
5 TIpasony 3a 45 xs .
Dissolution In 0.IM hydrechloric acid: NMT 10 % of the | 0%
t labeled claim of Pantoprazole in 120 min;
InpH 6.8 phosphate buffer solution: NI.T % |[92%
of the labeled claim of Pantoprazole in 45 min
Cynposisgi noMilsn Cynponiani nomimm D 1 F: ne Ginpue 0,50 % Hioxge pisys pusHauenng
Tlanronpasony cynporinsa nomimia A:
e Gine1e 0,50 % Hipiwe pinig snssasenns
TanTonpasony cynposizya nomimka B:
e Ginsie 0,30 % He rgpneno
Byne-sxa juwma onsumasa nomimka;
6 He Oinsige 0,20 % ke pisun iyasenng
Cyxa noMimek — we Ginpue 1,0% Hwkve piBtig prsHaveRys
Related substances Related componnds D and Fr NMT 050 %, BDL
Pantoprazole related compound A: NMT 0.50 %. BDL
Pantoprazole related compound B: NMT 0.30 %. ND
Any other individual impurity: NMT 0.20 %, BDL
Tota) impurities: NMT 1.0 %, : BDL
Kinexicie Buyavenus Bin 38,0 Mr 10 42,0 mr 38,80 mr
{95 % — 105 % pin sansrency KimbkoeTi) {97,0 %)
7 Assay 380 mg to 42,0 mp 38.80 mg
{95 % — 105% of the label claim). (97.0 %)
MikpoSionoriuna uncrora 3aranpna  Kinbkicrs aepoGumx mixpoapranianin
(TAMC) - e 6imme 103 KY O/r + <50 KYO/Ir
Saranbra Kinkiers mpbxmmonnx nriceneryy
IpiGis (TYMC) — we Ginpe 102 KYOir <10 K¥Orir
- Bigeytwicts Escherichia eolis 1 p npenapaty Bircytna
§ Micrabiological purity Total aerobic microbial count (TAMC): )
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 perlg Absent

BHCHOBOK: / CONCLUSION:

Bianoninae crangapram 14 numoram GMP,

analyzed as per requirements of Registration Ceriificate.

Ceprndirar N 080/2023/GMP
Certificate No, 080/2023/GMP

It complies with GMP standards and requirements.

POLYKT BHIOTOBJ1e110, YNakoraHo Ta IPOaaNizonaHo sriune 2 BEMorays PeECTPaLiAHOIO TOCBIATCHHS.

IT
The product is manufactured, packed and

Jlinensis ua nnpodikuToo NixapenKyX sacabin:
Licence for medical products praduction:

Cepis AB N2 598054
Batch AB No, 598054
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Ay ninmmepasino, wo sei BupoGuNsT cTamiT ans uic cepii rovosof npoaysuit
nacranoeni 3 GMP, saroeprakeniit Minjerepomon CXOPOINE 310p0s"s Ypaiui, i

Synn 3pificHer] B noowiil pianosinuoGH a BHROIAMI, JRINBHEHIML B YHRIT
BIMOFaMI PEECTPALIIHATO ADCBE Kpafing npranaciing.

I hereby cenify that alf the manufacturing stages of this batch of Buished product hiave been caried ouf in fill compliance wilh the GME requirements of the

Ministry of liealth of Ukraine and with th

-"_:?"b'

e réquirements of the Marketing Auth
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erisation file of the destination covntry,

Ximix-ananirnx as, naSoparopieio BISI | Havuansnux BKCA VnonrosaxeHa ocoba
Analvtieal Chemist _|'QC Lab In-charge F QC Head Qualilied Person
N
In's/Nome: @;‘;Tﬁﬂfﬂf @&w;mﬁ: H €l'}"‘—‘?‘-“J-T:"’ TP @ftﬁ{,ﬂ,@gw&ééf@u&d .
Hinone/Signature: %{_gaf : eé_u_za’ Y O A L@&’,ﬂcdéc&:caz//
[ Dara/Dale: A/ 11/ A oy ,{-,c/}r/ ,&{ "ég), A", / i /
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