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STADA

Hexnapauus 0TBETCTBEHHOTO /LA O COOTBETCTBUM NMPOAYKUUM

Ne KIM-1689 / 14.12.2021

HaumeHosaHve
CpeacTea, [A03UpoBKa,
thopma Bbinycka

neKapcTBEHHOro
chacoska,

Spmutans®, kancynbl kvweuHopacTteopumele 10000 EL, 50 wr.,
cnakoHb! (1), Naukn KapToHHbIE

Homep perucTpauvorroro | JICP-002032/08 ot 21.03.2008
YACCTOBEPEHUA (naTta nepeochopmneHus 28.07.2021)
Bnageney PY Hopauke dapma deprpub Mm6X, Fepmanus /
Nordix Pharma Vertrieb GmbH;
Pinnauallee, 4, 25436, Uetersen, Germany
Homep cepumn 514901
MapTusa (KoNUYECTBO YNaKkoBokK) 45 750 yn.
Cpoxk rogHocTu 30.04.2024
MpounssopuTens Hopamapk ®apmal MGX, lepmanus /

Nordmark Pharma GmbH, Germany;
Pinnauallee, 4, 25436, Uetersen, Germany

BbinyckaioLuit KOHTPOb

Hopamapk ®apmalrmeX, Mepmanns /
Nordmark Pharma GmbH, Germany;
Pinnauallee, 4, 25436, Uetersen, Germany

[Dorosop/koHTpakT 11 Stada AG — Nizhpharm JSC («KoHTpakr») ot 01.12.2019,
OC Ne6 ot 14.08.2020

1HBoiic 98996594 ot 30.11.2021

Mmnoprep AO «Hwxdapm»

(AO «Hwieropoackwii XumMvko-thapmaLeBTUYECKuIA 3aB0AN)

Agpec umnopTepa, Ten, hake

Poccus, 603950, r. HwkHwi Hosropoa, yn. CanraHckas, A.7,
8 (831) 278-80-88/430-72-13

CootsercrayeT TpeGosaHAM
(Ne HI1, nameHeHwin)

JICP-002032/08-200221, usm, Ne1

Ceptucukart/nacnopr
npousBoauTENS

716 or 17.11.2021

Ceprudpukar
cooreercTaua/dexnapauuna Y11

B/H oT 18.11.2021

[eknapauuna gecTeutenbHa 4o

30.04.2024

A, Pygoli CeeTnaHa AnekcaHapoBHa, Beaywwii MeHemkep no KoHTpomo 3a KOHTPakTHOW W
npUBneYexHoi NpoayKumel, AosepeHHocTb Ne 0943-H® or 01.12.2020

(GamMunun, uMA, OTUECTBO, AOIHKHOCTE OTBETCTBEHHOTO NWLIa MMNOPTEPa NEeKapCTBEHHLIX CPEACTB)

HacTOSLIMM MOATBEPXAAID, UTO BbllueykasaHHas cepus npogykuvu Obina npoussejeHa, ynakosaHa
M MPOKOHTPONMPOBaHA B COOTBETCTBUM C PErMCTPALMOHHBIM AOCbE IeKapPCTBEHHOTO CPEACTEa,

n TpeGoBarmaMn Hagnexallen npou3BOCTBEHHOI MPaKTAKY, UTO NOATBEpNAaeTen VnonHOMOHeHHmM

J'IVH%ITOMSBOHHT&HH W pe3yneTatamMu uccneaoBaHWiA rOTOBOW NPOAYKLMU.

Pyaon CeetnaHa AnekcaHapoBHa

Beaywuin MeHemKep MO KOHTPoOn '3a
KOHTPaKTHOM 1 NPWBNEYeHHOR NpoayKUumen

(i @AHHGE) ;

Darta '/5{ 7L 22 2/

AO «Hwxdapm» Ten.
yn. Canranckas, 4.7, BOKC Ne459,
r. HuxHuit Hosropoga, Poceun,
603950

(®.4.0)

+7(831) 278 80 88
dakc +7 (831) 4307213
med@stada.ru
www.stada.ru

([loMKHOCTL OTBETGTBEHHOIO NNLA), =10 T,

M.IT.

$

tr

MocKoBCcKOe NpeacTaBUTeNbCTBO
AO «Hwxdapm»

yn. NpecHeHckan HabepexHas, 4.6,
CTP.2, AGNOBOIA KOMNNEKC
«mnepus», MMALL «Mockea-Cutue,
r. Mockea, Poccus, 123112

dakl 7 $495) 797 F 1
mos “é@ﬁt’adé“irﬂ'““““‘ &
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Homep sanucu B AIC PocsgpasHagsopa

[aHHble BHEC:
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Ceprudukar ananmusza
o Nordmark

KonTpoan kavecTBa Nordmark Pharma GmbH

1244 - 25430 Hrep3en - Fepmanusn
IMunnayasnne, 4 - 25436 Urepsen — Fepmanus

Tenedon +49 4122 712 0
Onucanue: IPMHUTAJDB 10000, 50 KATICY.JI OP, POCCHS, CEPUHHOE NMPONU3BOACTBO UIA NORDIX
Konnuectro: 45750,00 LUT. Ne naptuu: 514901
KaranoxHeiit Ne N0003790 Ne 3akasa 3aka3uHka: 4500811682
Ne zakaza Nordmark: 28329
[pysononyyarens AO «Huxdapm»
ya. Canranckas, 1. 7
P®, 603950 I'. HUZKHWIA HOBIOPOJT Cepruuxar: 716
POCCHA Ctp.: Ctp. 1 u33
HenpiTanue TpeboBanue PesyabTat
XapakTepHCTHKH
Buewnuit 6ud Kancynst B TBep/10ii skenaTuHOBO# obonouke pasmepa Ne2 Kancynel B TBEpAO#
Onucanue KeJNATHHOBO# oBonouke
pasmepa Ne2
Kpeimika KancyJis! Henpospausslii, kopu4HeBbIi Henpospa4nsiii, KOpHYHEBBIH
Kopnyc kancyis IIpo3paunslii, GecuBeTHBIH ITpo3paunslii, GecLBeTHBIIH
[IpeT cosepKHUMOro KancyJist Beno-cephiii beno-cepeiii
Dopma COACPKUMOro Kancysl Kpyrible ABOAKOBBINYKJIBIC MUKPOTAOIETKH, NOKPBITBIC Kpyribie 1BOAKOBBINTYK/bIE
IJIEHOUHOH 000104KOi MHKPOTa0NeTKH, MOKPBITbIE
[171eHO4HOH 000m04KOH
Onpejesnenue NOAIHHHOCTH
Onpedenenue nodnunnocmu
JlunonuTHyeckas akTHBHOCTh ITposBIsET MUMOIHTHYECKYHO AaKTHBHOCTE Tlpossiser
JIHIOTHTHYECKY 1O
AKTHBHOCTh
AMHIIOINTHYECKAS AKTHBHOCTD ITposBASET AMUIIONIHTHYECKYIO aKTHBHOCTE Ilposenser
AMHIIOJIHTHYECKYO
aKTHBHOCTh
Of1as mpoTeoNHTHYECKas AKTHBHOCTE Ipossaser oburyo NPOTEOIUTHYECKYIO AKTHBHOCTD [Ipossaset o6yt
POTEOIHTHYECKY1O
AKTHBHOCTh
Cojaepsanue 0CHOBHOTO BelleCTBA
Coodeprycanue 0cHo6n020 selecmea
JIunonuTHyeckas akTHBHOCTE >= 10000 Egp. dapm. ex./kanc. 10761 Esp. dapm. en./kanc.
(e menee 10000 Esp. papm. en./karnc.)
AMHIIOIIHTHYECKAA AKTHBHOCTh >= 9000 Esp. papm. en./kanc. 10023 Egp. dapm. exn./karnc.
(ue menee 9000 Eep. dapm. en./kamnc.)
Of1was npoTeoNMTHYECKas aKTHBHOCTE >= 500 Egp. dapm. exr./karc. 579 Esp. hapm. en./karic.
(ne menee 500 Erp. dapm. exn/kanc.)
Pacmeopenue
Cpeanee 3naucHue yepes 30 MuH % OT 3aABJICHHOIO 3HaYeHHa >= 75 % ot 110% oT 3asBJIEHHOTO 3HAYCHHSA
3a9BJIEHHOTO 3HAYeHHA 3asBJIEHHOE
snavenne: 10000 Ep. dapm. ex/kanc.
Cpeanee 3HaucHue yepes 30 MuH He menee 75 % (Q) nunoauTHYecKoi akTHBHOCTH uepes 30 Bonee 75 % (Q)
MHH JIHTIOINTHYECKOH aKTHBHOCTH
yepes 30 MHH
YucroTa

Homepu npu evicymusanuu
CO0EPICUMO20 KAHCYbI
[MoTepH pH BLICYILIHBAHMH cOJlepAuMOTO <=4 % 3%
KallcyJibl
(ue bonee 4%)

MukpoGHoaorudecKHe HCNbITAHNSA
Muxpotuonozuueckan aucmoma

Obee yueno aspobHBIX He Gonee 10*KOEB I 1 CooTseTcTBYET
mukpooprannimos (TAMC)

D:\LW7_NM\REPORTS\C_NM_t_ph_cofa_phk.rpt (JlecaTuunniii pasfenuTeNs B aHIT. BEPCHH: TOYKA) m




Ceprudukar anammsa

KounTpoas kauecra Nordmark Pharma GmbH

1244 - 25430 Urepsen - epmanusn
IMunnayanne, 4 - 25436 Hrepsen — lepmanus

0 Nordmark

Tenedon +49 4122 712 0
Onucanue: IPMHUTAJB 10000, 50 KATICY.JT OP, POCCHSI, CEPHHHOE IIPOU3BO/ICTBO 111 NORDIX
KonnuecTro: 45750,00 LLT. Ne naptun: 514901
KatanoxHerii Ne N0003790 Ne 3akaza 3akazumka: 4500811682
Ne 3akasza Nordmark: 28329

I'pysonomy4atens AO «Huxpapm»

ya. Canranckasn, a. 7

P®, 603950 I'. HI?KHUAI HOBIOPOJ| Ceprudukar: 716

POCCHA Crp.: Crp. 2 u33

HenbiTanne TpeGoranue Pesyanrar
Ofwee yucno He Gonee 10° KOE® I 1 CooTBeTcTBYET
JIPOKAKEBBIX/TUICCHEBBIX IPHOOB
(TYMC)
I'pamoTpHuaTenbHbIe DaKTEpHH, He Gonee 10° KOE s 1 1 CooTseTcTBYET
YCTOHYHMBBIE K JIGHCTBHIO KET4H
Salmonella Orcyrereyer e 10T OTcyTeTBYET
Escherichia coli OrcyrereyerB | 1 OrcytcTByer
Staphylococcus aureus OrcyrcteyerB I T OTcyTeTByeT
(apmaleBTHUECKHE TEXHHUECKHE HCTTBITAHHA
Qonopodnocme COOCPHCUMOZ0 KANCYAbL MO MAcce
Cpe/iHas Macca COIEPARHMOro 166,7-214,5 mr 187,5 mr
Hanmenbliee 3nadenne Mr/Kkanc. 174,8 mr/karc.
Craryc
Haubonbluee 3HaueHme mr/karnc. 196,3 mr/karc.
Cratyc

OTk/I0HeHHe OT cpeflHei Macchl <=2 0
10%-20%
OTK/IOHEHHE OT cpefiHeit Macchl Her Her
Gonee 20%
Bpems pacnadaemocmu xancyns
HaubGonbluee 3HaveHne <= 15 MHH 6 MHH

(ue Gonee 15 muH)
Bpema pacnadaemocmu co0epucumozo Kancyivl

HaunGonsuee 3nauenue JomxkHo pacnanatses B hocdatHom Gypeprom pacteope pH 6,8 B
TedeHHe He Oonee 15 MuH

PesucTeHTHOCTH K AeHCTBHIO keayaodHoro He gomkso pacnagatecs 8 0,1 M pacTsope cosisiHOi KHCIOTBI B
coKa Teqyenne 120 MuH

D:ALW7_NM\REPORTS\C_NM_t_ph_cofa_phk.rpt

Pacnapaercs B dochaTHOM
Sydepnom pactsope pH 6,8 B
TedeHue He Gonee 15 MuH

He pacnanaerca 8 0,1 M
pacTBOpe COJAHON KHCIIOTHI B
Teyenue 120 MuH

(JlecATHUHBIH pa3fe/HTeNb B aHITL BEPCHH: TOUKA) m




Ceptudukar ananusa
Py @ Nordmark

KonTpons kavecrsa Nordmark Pharma GmbH

1244 - 25430 Urep3en - epmanus
IMunnayasne, 4 - 25436 Urepsen — Mepmanun

Tenedon +49 4122 712 0
Onucanue: IPMHTAJIB 10000, 50 KATICY.JI OP, POCCHA, CEPUHHOE MPOU3BOJICTBO /1A NORDIX
Konuuecrso: 45750,00 LLT. Ne maptuu: 514901
Katanoxublii Ne N0003790 Ne 3akasa saka3zqnka: 4500811682
Ne 3akaza Nordmark: 28329

I'py3zononyuarens AO «Huxpapm»

ya. Canranckas, 1. 7

P®, 603950 I'. HUZKHU HOBIOPOJL Ceprudukar: 716

POCCHA Crp.: ‘ Ctp. 3 u33

JononuuTensHad HHGOPMALHS B OTHOLIEGHHH pa3fiena « YIaKoBKa» W3 COOTBETCTBYIOIIEr0 HOPMATHBHOTO /IOKYMEHTa!
HacTosmmM OATBEpKAAETCA, uTo S0 Kancy ynakoBaHO B CTEK/IAHHBI (hIaKOH M3 TEMHOIO CTEK/1a, YKYTOPCHHBIH
[1/1ACTMACCOROIT KPBIIIKOI, (IaKOH CHabeH YIUIOTHHTEILHBIM HCKOM, COCTOAIINM U3 JBYX YacTCH, CKPCI/ICHHBIX BOCKOBBIMH
Toukamu. ITpu neprOM BCKPRITHI THCK pasaesiercs Ha JBe 9acTh. YacTs | (mepramun / aloMuHneBas (hormera / BOCKOBbIE TOUKH)
ocTaeTcs Ha TOPIOBHHE (hIaKOHa, a yacTh 2 (amoMurneBas domera / Gymara / kapToH) ocTaetcs B kpiuike. ITo oHoMy ¢rnakoHy
MOMEIIAOT B KAPTOHHYIO KOpoOKY ¢ HHCTPYKIe 110 IPHMEHEHNIO IEKapCTBEHHOTO Mpenapata. YakoBka H MapKHPOBKa
COOTBETCTRYIOT HOPMATHBHOMY JIoKyMenTy (HJI) Ne JICP-002032 / 08-200221, nsmenenne Ne 1.

/moanuce/
Jlata mpon3BoaCTBa: 03.05.2021 (1 MM.ITTT)
Cpok roTHOCTH: 30.04.2024 (U1 MM.ITTT)
25436 Wtep3en - lepmanns Jlata: 17.11.2021; (SWI01) Sylvia Wiemer - pasmemenne 3akasa, CoA

D:\LW7 NM\REPORTS\C_ NM _t ph_cofa phk.rpt ([ecaTwunniii pa3aenuTeNh B aHTJI. BEPCHH: TOUKA) m



Cepruduxar cooTBeTCTBUA
9 Nordmark

(Cepruduxaims B cootsercteun ¢ Pykosoacteom EC mo GMP, uacts I, Tlpunoxkenue 16, Ipunoxenne I, u
pykoBoacTBOM «MekayHapOAHO rapMOHU3UPOBaHHbIC TpeGoBaHHA K cepTHdUKauu cepHit», 2011 ., pen. 5)
Nordmark Pharma GmbH
1244 - D-25430 Hrepsen - Tepmanusn
IMnunayanne, 4 — D-25436 Hrepsen — Fepmanusn

- |3akaszuux STADA Arzneimittel AG / 000 «ILITAJIA dapmieBenonMeHT
- |[Tony4arens AQ «Humwxdapmy
1 |Ha3paHue mpoaykrta DPMHUTAJIB 10000, 50 KATICYJI, POCCHUSI, CEPHMHOE
IMPOU3BOJACTBO
- |Karanoxsslii Ne N0003790
2 |Crpana-umnoprep Poccus
3 |Homep perucrpalunoHHOIO JICP-002032/08
YAOCTOBEPEHHUSA
4 |10o3MpOBKa/aKTHBHOCTh JIunaza 10000 Esp. dapm. exn./kanc.

Amunaza 9000 Esp. dbapm. en./kanc.
ITporeasza 500 Epp. dbapm. ex./karnc.

5 |JlexapcTBeHHas dhopma Kancynsr
6 |Pasmep / THN yNaKOBKH 50 / dpnaxkoH
- |KonuyectBo 45750 mwr.
7 |Homep cepun 514901
8 |Mara mpouzBojacTBa 03.05.2021
(JUL.MM.ITTT)
0 [[ara ucTeueHHs cpoKa rOIHOCTH 30.04.2024
(JULMM.ITTT)
- |Mara Beimycka 15.11.2021
(1. MM.ITTT)
- |Ne cepun HedpacopanHoro mpoaykra | 51490005
- |Karanoxhsiit Ne He(hacoBaHHOTO N0066257
NPOAYKTa
- |Ne cepun ADHU 71730005 |71150005 |71510005 |71740005
- |KaranoxHsiii Ne ADH N0065967 | N0065967 | N0065967 |N0065967

10 |TIpousBoacTBEHHAsA MUIOILAAKA H
IUIOIA/IKa KOHTPOJIA KayecTBa.

Hazsanue Nordmark Pharma GmbH
Anpec TTunnayaie, 4 - D-25436 Hrepsen - I'epmanust
Homep nHLeH3HH DE SH 01 MIA 2021 0005

11 |Cepruduxarsl COOTBETCTBHA DE SH _01_GMP_2021_0002

tpeboeanuam GMP nna Beex
IJI0LI10K yKa3aHe! B 10

12 [Pesynbrarsl aHanusa Ceprudukat ananuza Ne 716

13 [3ameuaHus/npuMedaHusa Bo BpeMst IPOM3BO/CTBA, YIAKOBKH H KOHTPOIIS KayecTBa 06HapyKeHO!
O ner oTKIOHEHHUI

M HeT OTKIOHEHHH, OTHOCAIIMXCA K BBITYCKY CEpHIi

O orxnoHeHHs, OTHOCAIIHECA K BBITYCKY CCPHI.

JIOKyMEHTBI TI0 KOHTPOITIO OTKIOHEHHH:

DC-2021-00462, DC-2021-00169

Bepcua CoC 002
Cocrasienue jokymenta: Mrepsen /17.11.2021 S. Wiemer 111a6s0H B cOOTBETCTBHH ¢ fokymenTom 01012621 VA Crp.: 1 m33



Ceptu¢ukar cCoOTBETCTBUS
O Nordmark

(Ceprudukauns B cooreTcTeuH ¢ Pykosoacreom EC no GMP, wacts I, Ipunoxkenne 16, Ilpunoskenue 11, u
PYKOBOACTBOM «MekKayHapoIHO rapMOHH3HPOBaHHEIC TpeOoBaHus K cepTUdHKaLuK cepuiin, 2011 r., pen. 5)
Nordmark Pharma GmbH
1244 — D-25430 Urep3en - lepmanus
IMuunayanne, 4 — D-25436 Hrepsen — Mepmanus

3aKa3unK STADA Arzneimittel AG / 000 «ILITAJIA dapmaesenonMeHTy
[Momyuarens AO «Huxdapm»
AQ «Humxdapm»
| Hazpanwe npoaykTa IPMHUTAJIb 10000, 50 KATICYJI, POCCHSI, CEPHITHOE
MNPOU3BOJACTBO
Katanoxnslii N N0003790
2 CrpaHa-ummoprep Poccus
3 Homep perncrpaunosHoro yaocrosepenns | JICP-002032/08
4 Jlo3upoBKa/aKTHBHOCTb JInnasza 10000 EBp. ¢apm. ex./kanc.

Amunaza 9000 Ep. ¢papm. en./karc.
IIpoteasza 500 Esp. dbapm. ea./xanc.

5 JlekapcTBeHHas hopma Kancyns
6 Pazmep / THI YITAKOBKH 50 / duakon
KosnuecTso 45750 .
7 Homep cepun 514901
14 3anBiaeHde 0 cepTHOHKANUH S moATBEpKAAL0, YTO MPHBE/ICHHAS BBIIIE HHQOPMALIHA ABJIACTCA

NOCTOBEPHOH M TouHOI. [laHHas cepus MpoaykTa Oblia NpoH3Be/eHa,
BKJII0YAs YIAKOBKY/MapKHPOBKY M KOHTPOJIb KaueCTBa, HA yKa3aHHOMH BbILLIE
IUI0LIa/IKe B MOJHOM COOTBETCTBHHM ¢ TpeboBanuamMu GMP mecTHOrO
pEryIHpyIoLIero oprana u cneuuuxanueil B perucTpalHoOHHOM
YIOCTOBEPEHUH CTpaHbI-UMIIopTepa. JIoKyMeHTEl B OTHOIIEHHH 06paboTkH,
YIAKOBKH M aHANM3a CepHU ObLIM PACCMOTPEHBI M OTIPE/IETIEHBI
cootBercTBytomumMu GMP.

VcnoBHA B OTHOLICHMH BRIITYCKa CepHil, KoTopsle ykasaHsl B Pykosoacree EC
no GMP, gacts I, IIpunoxkenue 16, n nynkre 16 AMWHYV (3axon o
IPOM3BOJICTEE JIEKAPCTBEHHBIX MPENapaTos U ACHCTBYIONIHMX BEILECTB),
BBINOJIHEHB! M HACTOSANIMM MOATBEPHICHBL.

[oaTBepkAeHHE B COOTBETCTBHH C - Cepus rOTOBOr0 MPOAYKTA H MPOLECC €ro MPOH3BOACTBA COOTBETCTBYHOT
POCCHICKHMH HOPMATHBHEIMH TpeGOBaHHAM, MPEACTABICHHBIM B HOPMATHBHBIX T0KYMCHTAX;
nokymentami no GMP - HauboJiee BAXHbIE MPONU3BOACTBCHHEIE ITPOLECCHI H METO/IbI HCTIBITAHHH

KOHTPOJI KAYECTBA BATMAHPOBAHBI, ICHCTBYIOLIHE YCIOBHA MPOU3BOACTEA H
J0CHE HA CEPHIO MPOAYKTA OBUTH MPHHATHI BO BHUMAHHE,

- OTKJIOHEHHSA WIIH [UTAHHPYEMBIe H3MECHCHHSA B X0JI¢ MPoLiecca NPOU3BO/ACTB
WM MCTIBITAHUI KOHTPOJIA KA4€CTBA MOATBEPH/ICHBI YIIOJTHOMOYCHHBIM
MEPCOHANOM; KOMIICTEHTHBII OpraH yBeIOMIICH 0 T000M H3MEHEHHH, YTO
TpebyeT periucTpauiy B 10Che JUIA MOMTyUYCHHs PErHCTPALHOHHOTO
YAOCTOBEPEHHA WIIH JINLIEH3HH HA MPOH3BO/ICTRO JIEKAPCTBEHHOTO Npenapara,
paspelieHHE Ha PErUCTPALHIO TAKHX H3MEHEHHI ObLI0 NpeJocTaBIeHO
KOMIIETEHTHBIM OPraHoM;

- mpoBe/cHbI BCe HEOOXOMMMbIE HCCTIEIOBAHNS M MCMBITAHHA (BKIIIOYas
JIONONHUTENbHBII 0T60p 06pa3OB, MPOBEPKH, HCCIENOBAHHA H HCIILITAHHUA
BCJIEACTBHE OTKIOHEHHI BO BpeMs MpoLecca PoH3BOICTRA HIIH ILIAHHPYEMBIX
H3MEHEHHI);

- JOKYMEHTALUs [0 [IPOLECCY MPOH3BOICTBA H HCMBITAHUAM KOHTPOIS
KauecTBa ObLIa COCTABIICHA H YTBEPKACHA YIOIHOMOYEHHBIM TIEPCOHATIOM;

- BCe ayAMThl OBUIH POBE/ICHEl B COOTBETCTBHU ¢ TPeOOBAHUAMH,
ompe/ie/IeHHBIMH B CHCTEME Ka4ecTBa;

- Bece mpeanonaraeMele GaKToOpbl, OTHOCAIIHECA K KAYECTBY NPOAYKTa (110
MHEHHIO YIIOJIHOMOYEHHOT0 Jinua), ObUIH YUTEHBL.

Bepena CoC 002
Cocrarnenue jokymenta: Urepsen /17.11.2021 S. Wiemer 111a6on B cooTeTcTBHM ¢ fokyMenTom 01012621 VA Cp.: 2 u3 3




Ceptu¢ukar coOOTBETCTBHA

@ Nordmark

(Ceprudukanus B coorsercTBuH ¢ Pykosoacteom EC no GMP, wacts I, [lpunosxenue 16, Tpunoxenue 11, n
PYKOBOJACTBOM «MexayHapoHO rapMOHH3HPOBaHHbIE TpeQGoBaHus K cepTH(uKauuu cepuit», 2011 r., pex. 5)

Nordmark Pharma GmbH

1244 — D-25430 Hrepsen - [epmanus
Munnayanne, 4 — D-25436 Urepzen — I'epmanus

- |3akazumk STADA Arzneimittel AG / Q00 «IIITAJA ®apmaeBenonMeHT»
- |[Monyuarens AQ «Hwxdapm»
1 |Haspanue nmpoaykrta IPMHUTAJB 10000, 50 KAIICYJI, POCCHS, CEPUHHOE
IMPOU3BOJACTBO
- |KatanoxHsrit Ne N0003790
2 |CrpaHa-uMmnoptep Poccus
3 |Homep perucrpaunoHHOro JICP-002032/08
YJIOCTOBEpEHH
4 | Jo3npoBKa/aKTHBHOCTB JIunaza 10000 Esp. dapm. ea./kanc.
Ammunaza 9000 Esp. ¢apm. ea./karnc.
I[Ipoteasa 500 Esp. dbapm. ea./xanc.
5 |JlekapcTBeHHas bopma Kancynel
6 |Pasmep /TN ynakoBKH 50 / ¢pnakon
- |Koanuectso 45750 wr.
Homep cepun 514901
15 |®UO u nomkHOCTb MHUA, J-p Knayc Muanens6epr / ynoaHoMOYEHHOE JHLIO
pazpellaoLIero BblYCK CepUH
16 |Iloanuck nuua, paspelaouero /moanuce/
BBIYCK CEPUH
17 |Hara noanucanus 18 Hosbps 2021 T,

(JUL.MM.ITTT)

Cocrasnenue nokymenta: Mrepsen /17.11.2021 S. Wiemer

Bepcua CoC 002
[11a6s0H B cooTBeTCTRHM ¢ foKyMenTom 01012621 VA Ctp.: 3 33




Certificate of Analysis

Quality Control Nordmark Pharma GmbH O Nordmark

P.O. Box 1244 - 25430 Uetersen-Germany
Pinnaualiee 4 - 25436 Uetersen-Germany

phone +49 4122 712 0
Text : ERMITAL 10.000 CAPSULES 50 PCS OP RUSSIA SERIALIZED PRODUCTION FOR NORDIX
Quantity : 45750.00 PIECE Lot no, : 514901
Catalogue no. NO0O3780 Customer order no. : 4500811682
Nordmark Order no. : 28329
Consignee AQ Nizhpharm - Nizhpharm JSC
Slaganskaya Street 7
RUS-603850 NIZHNY NOVGOROD Certificate : 716
RUSSLAND Page : Page 1 from 3
Test Requirement Result
Characters
Appearance
Description Size no. 2 hard gelatin capsules Size no. 2 hard gelatin
capsules
Capsule cap Opaque brown Opaque brown
Capsule body Transparent colorless Transparent colorless
Colour capsule content White-grey White-grey
Constitution capsule content Round, biconvex film-coated microtablets Round, biconvex film-
coated microtablets
Identification
Identification
Lipolytic activity Lipolytic activity detectable Lipolytic activity
detectable
Amylolytic activity Amylolytic activity detectable Amylolytic activity
detectable
Total proteolytic activity Total proteolytic activity detectable Total proteolytic activity
detectable
Assay
Assay
Lipolytic activity >= 10000 Ph.Eur.U./capsule 10761 Ph.Eur.U./capsule
{Not less than 10000 Ph.Eur.U./capsule)
Amylolytic activity >= 8000 Ph.Eur.U./capsule 10023 Ph.Eur,U./capsule
(Not less than 9000 Ph.Eur.U./capsule)
Total proteolytic activity >= 500 Ph.Eur.U./capsule 579 Ph.Eur.U./capsule
(Not less than 500 Ph.Eur.U./capsule)
Dissolution
Mean value after 30 min % of declaration 110 % of declaration

>= 75 % of declaration
Declaration: 10000 Ph.Eur.U./capsule

Mean value after 30 min Not less than 75 % (Q) of lipolytic activity in 30 min More than 75% (Q) of
lipolytic activity in 30 min

Purity

Loss on drying capsule content

Loss on drying capsule content <=4 % 3%
(Not more than 4 %)

Microbiological Testing



Certificate of Analysis

Quality Control Nordmark Pharma GmbH

P.O. Box 1244 - 25430 Uetersen-Germany
Pinnauallee 4 - 25436 Uetersen-Germany

@ Nordmark

phone +49 41227120
Text : ERMITAL 10.000 CAPSULES 50 PCS OP RUSSIA SERIALIZED PRODUCTION FOR NORDIX
Quantity : 45750.00 PIECE Lotno. : 514801
Catalogue no. NO003730 Customer order no. ; 4500811682
Nordmark Order no. : 28329
Consignee AO Nizhpharm - Nizhpharm JSC
Slaganskaya Street 7
RUS-603950 NIZHNY NOVGOROD Certificate : 716
RUSSLAND Page : Page 2 from 3
Test Requirement Result
Microbiological purity
Total aerobic microbial count ( Not more than 10 (Exp. 04) CFUin1g Complies
TAMC)
Total combined yeasts / moulds Not more than 10 (Exp. 02) CFUIn1g Complies
count (TYMC)
Bile-tolerant gram-negative bacteria Not more than 10 (Exp. 02) CFUIn1g Complies
Salmonella Absentini0g Absent
Escherichia coli Absentin1g Absent
Staphylococcus aureus Absentinig Absent
Pharmaceutical Technical Testing
Uniformity of mass of capsule content
Average fill mass 166.7 - 214.5 mg 187.5mg
Lowest value mg/capsule 174.8 mg/capsule
Status
Highest value mg/capsule 196.3 mg/capsule
Status
Deviation of average mass between <=2 0
10% and 20%
Deviation from the average mass None None
more than 20%
Capsule disintegration time
Highest value <= 15 min 6 min

{Not more than 15 min)

Capsule content disintegration time

Highest value Should disintegrate in phosphate buffer solution pH 6.8 within
not more than 15 min

Gastro-resistance Should not disintegrate in 0.1 M hydrochloric acid solution for
120 min

Disintegrate in phosphate
buffer solution pH 6.8
within not more than 15
min

Does not disintegrate in 0.
1 M hydrochloric acid
solution for 120 min




Certificate of Analysis

Quality Control Nordmark Pharma GmbH 0 Nordmark

P.O. Box 1244 - 25430 Uetersen-Germany
Pinnauallee 4 - 25436 Uetersen-Germany

phone +49 41227120
Text: ERMITAL 10.000 CAPSULES 50 PCS OP RUSSIA SERIALIZED PRODUCTION FOR NORDIX
Quantity : 45750.00 PIECE Lot no.: 514901
Catalogue no. N0O0D3790 Customer order no, : 4500811682
Nordmark Order no. : 28329

Consignee AQ Nizhpharm - Nizhpharm JSC

Slaganskaya Street 7

RUS-603950 NIZHNY NOVGOROD Certificate : 716

RUSSLAND Page : Page 3 from 3

Additional confirmation with regard to the section "package" of the applicable Normative Document:

This is to confirm, that 50 capsules are filled in a glass vial of dark glass closed with a plastic cap, the vial has a disk
seal consisting of two parts bound with wax points. During first opening the disk is separated in two parts. Part 1 (
pergamyn/aluminum foiliwax points) is left on the vial neck, part 2 (aluminum foil/paper/carton) is left on the cap. One
vial is placed into a carton together with a package insert for a medicinal product. The packaging and labeling
complies with regulatory document (ND) No. LSR-002032 / 08-200221, amendment No. 1.

Manufacturing date: 03.05.2021 (DD.MM.YYYY}
Expiry date: 30.04.2024 (DD.MM.YYYY)

25436 Uetersen-Germany Date: 17.11.2021; (SWI01) Sylvia Wiemer - Auftragserfassung, CoA




Certificate of Compliance (‘ Nordmark

(Conﬁrmation according to EU GMP Guide Part | Annex16, Appendix Il and guideline “Internationally Harmonised
Requirements for Batch Certification 2011 Rev 57)

Nordmark Pharma GmbH
P.O. Box 1244 ~ D-25430 Uetersen ~ Germany
Pinnauallee 4 — D-25436 Uetersen - Germany

- Cust‘omer STADA Arzneimitte! AG / LLC STADA PharmDevelopment
- | Recipient AO Nizhpharm
Nizhpharm JSC
1 _{ Name of product ERMITAL 10.000 CAPSULES 50 ITEMS RUSSIA SERIALIZED
- | Catalogue no. N0O003790
2_| Importing country Russia
3 | Marketing authorisation number LSR-002032/08
4 | Strength / potency Lipase 10.000 Ph.Eur.units/ capsule
Amylase 9.000 Ph.Eur.units/ capsule
Protease 500 Ph.Eur.units/ capsule
5 | Dosage form Capsule
6 | Package size / type 50 / bottle
- | Quantity 45750 items
7 | Batch number 514901
8 | Date of manufacture 03.05.2021
(dd.mm.yyyy)
9 | Expiry date 30.04.2024
(dd.mm.yyyy)
- | Date of release 15.11.2021
(dd.mm.yyyy)
- | Batch no. of bulk product 51490005
- | Catalogue no. of bulk product N0066257
- | Batch no. of API 71730005 |71150005 |71510005 |71740005
- | Catalogue no. of API NO065967 | NOOB5967 | NOO65967 | NOOB5967
Manufacturing site and quality
control site:
Name Nordmark Pharma GmbH
Address Pinnaualiee 4 — D-25436 Uetersen — Germany
Authorisation number DE_SH_01_MIA_2021_0005

11 | Certificates of GMP Compliance of DE_SH_01_GMP_2021_0002
all sites listed under 10

12 | Results of analysis Certificate of Analysis no. 716
13 | Comments / remarks During manufacture, packaging and quality control there occured

[J po deviations
#o deviations with relevance to the baich release
deviations with relevance to the batch release.
Document(s) of deviation control:

DC-2021-00462, DC-2021-00169

14 | Certification statement I hereby certify that the above information is authentic and accurate.
This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site in
full compliance with the GMP requirements of the local Regulatory
Authority and with the specification in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

The conditions for the batch release, as stated in EU GMP Guide Part |
Annex 16. And paragraph 16 AMWHYV (Medicinal Products and Active
Substances Manufacturing Ordinance), are fulfilled and are hereby
confirmed.




Certificate of Compliance

(. Nordmark

(Confirmation according to EU GMP Guide Part | Annex16, Appendix Il and guideline "Internatio‘nally Harmonised
Requirements for Batch Certification 2011 Rev 57)

Nordmark Pharma GmbH

P.O. Box 1244 — D-25430 Uetersen — Germany
Pinnauallee 4 - D-25436 Uetersen - Germany

- | Customer STADA Arzneimittel AG / LLC STADA PharmDevelopment
- | Recipient AQ Nizhpharm
Nizhpharm JSC
1 | Name of product ERMITAL 10.000 CAPSULES 50 ITEMS RUSSIA SERIALIZED
- | Catalogue no. N0O003790
2 ! Importing country Russia
3 | Marketing authorisation number LSR-002032/08
4 | Strength / potency Lipase 10.000 Ph.Eur.units/ capsule
Amylase 9.000 Ph.Eur.units/ capsule
Protease 500 Ph.Eur.units/ capsule
5 1 Dosage form Capsule
6 | Package size / type 50 / bottle
- | Quantity 45750 items
7 | Batch number 514901
- | Confirmation according to the - The finished product batch and its manufacturing process comply with the
Russian GMP Regulations requirements given by the Normative Documents;
- the most important manufacturing processes and quality control test methods
are validated, the effective manufacturing conditions and the dossier of the
product batch were taken into account;
- any deviations or planned changes during the manufacturing process or during
the quality control testing are confirmed by authaorized personnel; the competent
authority has been informed about any change, that needs to be registered in
the marketing authorization dossier or in the drug product manufacturing
permission, an approval for registration of those changes was granted by the
competent authority;
- all necessary examinations and tests (including additional samplings,
inspections, examinations and tests, caused by deviations during the
manufacturing process or by planned changes) have been carried out;
- the documentation of the manufacturing process and the quality control testing
has been compiled and confirmed by authorized personnel;
- all audits were carried out according to the requirements defined in the quality
system,
- all contemplable factors with relevance for the product quality - according to
the opinion of the Qualified Person - were taken into account.
15 | Name and position / title of person Dr, Claus Middelberg / Qualified Person
authorising the batch release o
16 | Signature of person authorising the /gim,t L ??/
batch release A
17 | Date of signature
@) 4. Nov, 2011
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