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AEPZKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU
Y THINPOIIETPOBCBHKIN OBJIACTI

Hrinpo, mi.Cobopha,4, k. 601-605, 49005, Texn. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €APTIOY 37070665

BHUCHOBOK
PO SIKICTh BBE3eHOro B YKpainy JiikapcbKoro 3acoly

22.03.2024 | | Ne 845/24/04

JIT'O3IC

=

(HalMeHYBaHHS JiKapCHKOTO 3aC00y 3MAHO 3 peccTpalARAM MOCBiTYEHHAM)
NopowmoK JiodinizoBanuil Kas posunny ais in'exuiii no 40 mr, mo 1 Grakony y kapToHHIii
KOpoOui "

(popma Bumycky, K03yBaHHS, BHI NaKyBaHHS JTiKapCEKOTO 3acoby)

Homep peecrpauitinoro nocsinuenns UA/18863/01/01 crpox xif peectpauiitoro mocsimaenns 30.07.2026

Cepis nixapcekoro 3aco6y Ne D27250078B KinbkicTs BBe3eHOro0 sikapcbkoro 3acoby 2016
Bupo6HuK Honitpapma Inag Cauai Be Ti,IDKaPeT AHOHIM I,lIipKe-Ti, TypequHa
(HaliMenyBaHHA BUPOGHUKA JIKAPCHKOTO 3aC00y, KpaiHa MOXOIKEHHs)
Beesero B VkpaiHy ToBapucrso 3 06Mexenolo Binnmosinanasuicrio "TJIIT ¥Ykpaina", inenr.
-‘ kox: 39476430 |

(HaliMeHyBaHHS Ta KOA 32 €APIIOY opuanyHoi ocoGu abo npissuiLe, iM's, 10 6aTHKOBI (pizuuHol
ocobu - ninnpuemuy, ii Miclle MPOXUBaHHA Ta peecTpauiiHuil HomMep 06iKOBOT KapTKH MIaTHUKA
nozarkis abo cepisi Ta HOMep nacnopra)

IIpoTokou BisyanbHore kourpomo ein 12.01.2024 Ne 07-01/36/1.

JlabopaTtopHuii aHaTi3 SKOCTi JIKapchKoro 3acoby 3ilicHeHH il

JlabopaTopis 3 KOHTPOJIIO SIKOCTI JTiKapchKux 3aco6is TOB "HJOBPOBYT-JIIKUJIAB" (M. Kuis,
BYIL. HOBFOEQH-CingCBKa? Oyz.3, HEXHUTIIOBI IpUMILIEHHES 92) |

(HaliMeHyBaHHA Ta MICLIE3HAXOJDKEHHA NabopaTopil, o NpoBeNa naGopaTopHuit aHaMi3 SKOCTi)
BucroBox mwoz0 sxocTi nikapeskoro 3acoly, Bunanuii naGoparopieto sin 21.03.2024 No 247-24

Pesyasratu naboparopHoro ananisy skocti Jikapchkoro 3aco0y 3a nepeBipeHNMMHM MOKa3HUKaMH BUIIIOBIAI0TEH
BHMOTaM METOAIB KOHTPOJIIO SKOCTI (aHANITHYHO-HOPMATHEHGTHOKYMEHTALLT).
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Polifarma llac Sanayl Ve Ticaret Anonim Sirketi
Nonldapma lnay Canai Be T',q}nape-r Aﬂnmm Wipkeri
Haika[f Merkez Mah.B.Ekspers Cad. Capital Tower ISM.N:9 K:6. Kucuh{:ekmece. Turl:ey
xaﬁﬁﬂﬂHMEPHﬂ Mau B. Eumpen fman. Keniran Tavep I, H: g K:8, mememep.me, Typewuﬂa

Product Name: ZYGOSIS i
A.R. No:17 036944

prenapa‘r* : 31FQ3IC p 7 ok ¢ i

Country of p_r_tgm. Turkey. :

}{pama BUPOOHMK! Type44uHa E ;

Registration certificate No:
Homep peenpauiumm nDtHI;;HEHHH.

UA/18863/01/01 valid till 30.07.2026
UA/18863/01/01, gie 10 30.07.2026

Active suhsta nces:
: ,qimui peuo__&_uau.

45 11 mg pantoprazole Sndlum sesqmdrate equwaiant to 40 mg pantoprazula
45, 11 le‘ naxTonpasony Hanﬂﬂ cecumngpaw, Lo EHEIEEHEHTHD 43 mr namunpaaonv

{Dosage form:
ﬂiHEFEbHH dmpma-

Lyuphltized powder for solution for m;ectmn of 40 mg
NOPOLIOK mmi:mmnaauuu ANA PO3HKHY 1A ln exmu no 40 Mr

Size and type. of packagmg, 1vial of powder in a cardhuard bux marked in Ukrain*ian and Engiish
Posmip Ta Tun nakysaw i . ¢”a““" FNNOIKamY. “PT““”‘“ m1*11*"‘-'5‘7'1«\l 3 Mapﬂ?ﬁauunm vHPaTﬂcwnm Ta BHINITCHKOI0 MOBIMM
Batch Ne:
D2?ZSGG?‘EB
Cepia Ne: _
Batch size 5{]5-1&- " f E-m
Poamip cepil: packages ",IFHEIHDB

Date of manufacture:
Aara eupobHruyea:

-

07/2023

Expiration date:
flara 3aKIHYeHHS CTPOKY npugamunr

06/2025

Name, addr ress, and license number of
plots of praducing and quaisty control:
HanmeuynaHHR, Micueaﬂaxunﬁien HA Ta
HOMEDM nI_Lg_&Hmu BCIX ginGHWUL 3
BupO6HULTBA T2 KORYPOAIO AKOCTI:

Polifarma lac San. Ve Tic. A.S. ‘
Vakiflar OSB Mahallesi, Sanayi Caddesi, No: 22/1 Ergene/Tekirdag, Turkey
License number: TRAUY/2014/11-7

Nonidapma Inaw Canal Be Tigimaper AHoHim I.Uipr&erl

Bakidsap OCb Maxanneci, CaHait Kapeci, No 22/1 EprenefT::mpnar, Tt,rpeuum-:a
Homep niuenail: TR/UY/INIG9/11.7

Peaynbraru avanisie
Analysis results

NokazHuK Bumorn cneundikayii Peaynbratv icnury
Indicator Requirements Results,
N ; T oy g
1. Appearance {lyophilized powder) Lyupﬁilized powder white or almost white 1
30BHiWKINA BUrnag (nioginizosanuit Nioginisosaunit nopowox Binoro abo maitke binoro xonLopy Complies
NopowoK} ' |signosinae
2. Appearance (reconstitud solution) Solution should be clear and not more intensely coloured than B or BY;
3osHiwHIA surnng (eizHoBneHu Po3a4yuH mae bytu nposopum | 3abapeneuHs poInHY Mae ByTu He BinbLl IHTEHCUBHUM RN {:f:rmplizes
po3ymH) 3abapenenHn eranuuv E; aﬁﬂ BY; SEORinne

3, pH {252 *C)

9,0-11, 5

9,7
a, Uniformity of dosage units For 10 pes vial L1 < 15.0 i
(calculation and weight method) For 30 pes vial L2 < 25.0 4,4
OpHOopiagKicTh 4O30BAHUX CAUHWLD Ha 10 ¢nakoHis L1 < 15,0 0,0
{puzpawﬁﬁﬂauvaamﬂnu METE:Ip,} Ha 30 ¢naxonis L2 < 25,0
5. Water Not more than 5.0%
Boga

He Binbwe Him 5,0%

1,8%

6. Reconstitution Time
Nac pipHodnerHa

Not more than 120 seconds
He binbwe Hir 120 ceryug

e

20 secondsfceryup

7. Mechanical inclusions {invisible
particles) '
Mexaniuni BraoueHHs {HeEBMAKMI
4acTKK)

The number of palrticles'a 10 um < 6000 pcs/vial
The number of particles 2 25 pm < 600 pes/vial
KinekicTb 4acTMHOK 2 10 mKm < 6000 wr./diakoH
KinoKicTe yactnHiox 2 25 mm < 600 wr. qu.r:a KoM

55 pes/vial
7 pcs/fvial
55 wr./dnanon

8. Identification of par?tnprazuie
(by HPLC)
[aenTudikauia nauronpasony
(mevonom BEPX) b

During the analysis of the basic substance content, the retention time of the pantupramie
sodium peak on the obtained thrumatngram of the sa mple solution and the retention time of
the pantoprazole sodium peak on the obtained standard solution chromatogram should be
analop.

Nig yac ananisis Ha BMICT OCHOBHGT PE40BMHM YAC YTRPUMaHHA nirky HaHTanaanny Harpilo Ha
OTPMMAHHINA XpOMaTorpami posymnHy 3pasKa, Tayac YTPUMaHHA mrcy naHronpasony Havpiio Ha
OTPHUMEHIM XPOMATOTPami CranaapTHOro PO3YMHY, M3KTh ByTH auang_rlﬂuumu.

7 wr./dnawon
Complies )
signosigae

9. Identification of disodium edetate
dihydrate {by HPLC)
laenTugiralin guHaTpiio egerary
aurigparty (meroaom BER

When analyzing the basic substance content, the retention time of the disodiarm edetate
dihydrate peak on the chromatogram obtained from the sample solution and the retention
time of the disodium edetate dihydrate peak on the chromatogram obtained from the
standard solution should be analog.

Mpu npoBegenHi ananisia Ha BMiCT 0CHOBHOT pevoBUHM Yac YTPHMaHHA Riky ,qnuarplm
\caeTary AUriApaTy Ha xpomatorpami, WO A0CATAETLCA Big, PO34YMHY 3pa3Ka, Ta Yac yTpu

Y AuHaTpiio egerary gurigpary Ha XpOoMaTorpami, Woe ACCATEETLCA Bif CTAaRA3PTHOr
\ B4 MHY, MAKOTh Gym SHANOTUHHMM,

Complies

BiaANOE]

SOHY,
Yy 4




10. Quantitative determination of 40 mg / vial (95% - 105.0%) 5 ' S, A 40.5 mg/vial
pantupﬁrazule (38 - 42 mg/vial) 40,5 mr{dpnakoH
KinbKicHe 8v3HaYeHHA 40 rr/$nakon (95% - 105,0%)
naHTonpasony .. {{38-42 mr/dnaxon) L , - o

11. Quantitative determination of  {1.00 mg / vial {95% - 105. ﬁ%} 0.99 mg/vial
disodium edetate dihydrate {0.95 - 1.05 mg/vial) . 0,99 mr/dnaxon
KinskicHe BUIHANEHHR AUHATPIO "1,_00 mr/dnaxon (95% - 105,0%)
egerary pwrigpary (0,95 - 1,05 mr/pnaxon) A

1Z. Acmmpanwng impurities:
Cynposighi Aomiwku:

Impurit'fﬁu I ﬂ.ﬂmimt{a A __|Notmore than 0.2%/ He Sinbwe nik 82% o 0,06%
Impurity 8 / lomiwxa B Not more than 0.15 % / He Binowe wiw 0,15 % : ¥ 0,00%
Impurity C / Bomiwxa € __|Not more than 0.1 % / He Sinbwe Hix 0,1% _ ; 0,00%
impurity D + F / Oomiwxa I} + F _|Not more than 0.2 % / He 6inwe Hix 0,2 % ) _ : | . : 0,09%
Impurity E / fomiwxa € Not more than 0.1 % / He 6inswe 4k 0,1% ‘ i . ‘ 0,06%
Separate unspecified impurity /  |Not more than 0.1 % / He Ginbwe nisk 0,1 % I 0,02%
Oxpema HecneuudixoBaHa

AOMilKA . -~ : ; 1 s L © : .
The amount of UHSPEEIfIEd Not more than 1.0 % / He Ginbwe vix 1,0 % | o VHi ' ' 0,06%
impurities / Cyma

necneundinobanmx gomiwok | I 5 ) M aEEE o e i _ . .

The sum of all impurities / Cyma  |Not more than 1.5 %/ He 6inswe wim 1,5 % : - 16,28%
BCIX AOMILIOK, T SR AR - <1 TR C o WL = oML oo R e

13. Micrnb]ufnginalﬂnaiws
Mikpobipnoriuni BsunpoByBaHus

A) Bacterial endotoxins / ~ |Not more than 15 EU/mi | ' ' 5 A | ﬁn;}}p]ifzﬁ 1
Bakreplansml eHAOTONCHHM | He Ginbiue Hix 15 MO/mn ‘ ol _ sinnosigae
B) Sterility / CrepmnoHicts Must be sterile | . Sterile

Mae Bytu cTepunbHum ’ o B e CrepnnoHo

Remarks : In opmmn of under sign. ahuue 'material complies with Spacsfﬂ:atiﬂn,
hmnuenun‘ Brgnnalgae BUMOram anqu¢|uaq|:

.............. SR

Cer‘tlfm;atlan Decla ra,tmn. "'It is here‘by EE!’tiflEd that the infurmat;ﬂn gmen 3buwa is tru‘e and accurare This prcdur:t SEHES was manufat:tured [m::iud]ng Its paticing and
marking) and quality cuntrul was pﬂrfurrned at-the above facilities in full compliance with the manufacturing pmcttce,and qua!nt\,r control of medicinal products, as well as

with the SPEEiﬁEHttun contained in ‘the Master File of Ukraine. Manufacturing and analysm prntumls were considered, and cnrrespondence w:th the manufacturing
practice and quaiiw control of medicinal prnducts was ascertained”.

3arsa npo cepru :biuamm Ltum namaepnmwo, u.qn Hasep,eua auuie iHbapmauia e ,qm:‘rua%p Howo | TouHow, Ua cepin npunvuuu Eyma B pDE.ﬁEHﬁ {mmmq 104U YNEAHOBKY T3
MapKyBaHHAa) i npuaegeuuu ROHTPOAL fT AXOCTi Ha BUWE3ra s3Il p,mn HUi B NORIN BigNoBIAHOCTI 2 npasunamn Bupabhpurea i KOHTPOAO AXOCTI AlKapcoknx 3acobis, a

TaKkoM y Bignorigrocyi 3i cneyndikauieo, wo mictursca B Peecrpauiitnomy gocke Yrpainu. llpotokony BUPOBHUUTEA Ta NpOBEAEHHA aHanizir po3rNAHYTI i yeranoBnenko
Blnnnmp,ukrh npaaﬂnam nnpuﬁﬁnmua }.ROHTP OO AKOCTI niuapcpunx 3am6ia
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Name Signature | ~ Date
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Controlled by; i S

FAHRI CETIN __ .09

Auanls npoxoutponwosas: _ SRR L e o b g e
Approved By; _ TUIAY KOCAAGA ol 12.09.2023
Ananizsareepane:r | s

Date of RE[EESE‘ ' o 12.09.2023 a4

Aarasunycky: EaeE




