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Hexnapanus OTBETG‘i‘BEHHOI‘D nuna o GOOTBETCTBYM NPOARYRLUNN

Ne K- 425 /13.05.2022

HaumenoBanme nekapcTeeHHoro
CpeAcTsa, RBOSMPOBKa, acoeka,
| dhopmMa BhIRYCka

Opmurans®, Kancyne! KMLeYHopacreopumbie 10000 Ef, 50 w.,
dpriakoHs! (1), NayKy KAPTOHHLIE

Homep pervcTpalicHHoro | JICP-002032/08 ot 21.03.2008

YAOCTOBEPEHUA {(naTa nepecthopmnenus 28.07.2021)

Bnageney PY Hopauke dapma deprpud MubX, Mepmaxng /
Nordix Pharma Veririeb GmbH; -
Pinnauallee, 4, 25436, Uetersen, Germany

Homep cepuu 519301

MapTha (Konu4ecTEOo YRAKOBOK) 42 330 yn.

Cpox rogHocTH 31.10.2024

MpoviseoauTEnE

Hopamapk dapmalvoX, Mepmaking /
Nordmark Pharma GmbH, Germany,;
Pinnauallee, 4, 25436, Uetersen, Germany.

Buinyoxatougsi KoHTpons

Hopamapx PapmalmoX, Mepmanus /
Nordmark Pharma GmbH, Germany,
Pinnauailee, 4, 25436, Uetersen, Germany

[Horosop/koHTpaKT 11 Stada AG —~ Nizhpharm JSC («KonTpakr») or 01.12.2018,
HAC Nes or 14.08.2020

WHBofic 99105447 or 20.04.2022

‘mnoprep AQ «Himicbapms

(AC «Hwweropogckul xumnko-thapmatiepTuiecknii 3asop»)

Anpec nmnopteps, Ten, dake

Paccyun, 603950, r. Hummuii Hoeropom, yn. Canradckas, 4.7,

8 (831) 278-80-88/430-72-13 :

CooTeetcTeyeT TpefosakiAm X
(Ne 1, nameHeHun) JICP-002032/08-200221, nam. N=1
Ceprudbnkat/nacnopt
| npoussoguTens 1375 or 20.04.2022
Cepmidpukar
cooteeTeTelA/Aeknapalva Y1 B/ ot 20.04.2022
Jflexnapauyys aelicteurenstia Ao 31.10.2024

fl, Pypoii CeernaHa AnekcaHOpoOBHA, BERYWWI MEHeMKXep MO KOHYPOMO 33 KOHTPaKTHO#
npyBAgUeHHo npoaykLyell, fioBeperHocTL Ne 0404-Ho o1 30.12.2021 r.

{aminin, UMA, OTUECTEO, ACIKHOCTL OTEETCTROKHOTS NMUA MMItOPTEPR NEKAPCTEEHHEK cpefoTs)

HacTOAWMM MOATESDIAAI0, YTO BhileykadaHHan cepus Npoaykuuu Bbina npoussefieHa, ynakoBaHa
¥ MpPOKOHTPOMpOBaHa B COOTBETCTBMM € PETUCTPALMOHHBIM AOChe NEKAapCTREHHOro CPEAcTE],
n TpeBosatusMy Hapgnexaulell NpoMaBoACTBEHHON NPaKTUKY, YTO NOATBEPKASLTCA YnonHoMo4eHHLIM
NNLOM NPONSBORUTENA U PE3YNkTATAMN UcCHeACRaHuU MOTOBOM NPOAYKLIKY.

A

Pyaoii Ceetnana Anekcadbposta

Beayumi#i meHegkep no KoHTporio 3a
KOHTPAKTHOI M NpUBNSYEHHON NPORYKETE a0,
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CepTrdukaT aHamM3a

Konrpom. rkasiecTBa

Nordmark Pharma GmbH
1244 - 25430 Hrepaen - 'epyanmn
Tlnnsayamnne, 4 - 25436 Hrepaen — Iepmatis

Tenedon +49 4122 712 0
Onncanire: SPMITATH® 10000 KATICYJILI KHUIEYHOPACTBOPIIMBIE 50 ITYK
Konmmectso: 42330,00 1IIT. N mapTHIn 519301
Karanonamii Na NG003790 Ne 3aKa3a arandima: 4500889376
Ne zaxaza Nordmark: 28973
'pysononygares AO «Hiewdapm»
y¥a. Canranckam, . 7
P, 603950 I'. HEGKHI HOBTOPOJ, Cepridixat: 1375
- POCCHA Crp.: Crp. 1 m4
Henuimnite Tpebosanne PeavabTaT
XapakTepHCTHKH
Brewnuil eud Kancyns! B Beprolt senatinoroi oGonouxe pamepa Ne2 Kancynut B TRepaiodi
Omucanle | wenaTAHorol oforoyke
pasMepa Ne2
" Kpramxa xancymsl Henpospauauit, xopimHenkit Henpoapawmuii, kopruAensii
Koprmyc xanceyin Mpoapaunkii, GecrpeTHET Ipospansdi, GecrmeTHuit
LT cOAepHATMOTO KATICYIIE Beno-cephiit Beno-cephii
tDopMa COREPIKIMOTO EATICYIIE Kpyrmie IBOAKOBRIIYENRE MURPOTA0OCTXH, NOKPHTHE Kpyrite ApoAKOBRTYRITHE
TneHoTHOI ofonoT kot MUEPOTAGIETKH, MOKPLITEC
IDIeHOYHOI oGonodreil
Onpefenexite MOLTUHIOCTH
Onpedeneiiue nodrunnocmu
JhumoniTHIeCKAR aKIIBHOCTE TIpofBRseT LIANOHTIECKYIO AXTIBHOCTE MposenseT
JTHTIOMHTIMECEY IO
AXTHBHOCTD
AMIUTOIITINCCKAN aKTHBHOCT IIposARIACT aMIIOIIITIFICCKYTO AKTIBHOCTR [Ipossnact
AMIDICIIITHICCKYIO
AKTHBHOCTL
QOfman NpoTCONUTITIECKAS aXTHBHOCTR TIposenseT ofuIyio TPOTCOMHTIMECKYIO AKTHBHOCTS IposmnAer obimyio
: ITPOTEQMHTINECKYIO
AKTHBHOCTE

Copepiicanne 0Cil0BHOINO BEHIECTBA
Codepsrodriue ocroetoo eeuecmend

Jumommmeckan aKTIRHOCTD
AMHITOANTIeCKAT AKTHBHOCT
QBmas IPOTEIHTINECKAN AKTHBHOCTE

Pacmsopenite
Cpentee smverme vepes 30 am

Cpearee sHadeHMe Hepes 30 M

YnctoTa
IMomepu npu ssicynineanuy
CeOEpPHCUMOZ0 Kancylsl
[oTepn Npit RHCYIIBAHAT! COIEPIKINMOT0
RATICYITH

MuKpo6ioaorntecKie HCRBITAHIA
Muxkpobuenounecran Hncnoma
Ofmee yncao a3polHEX
sxpoopranamos (TAMC)

DMW7_NMREPORTS\C NM _t_ph_cofa_phlk rpt

>= 10000 Esp. ¢apm. ex/ramnc.

(ne meree 10000 Eap. daps eg./ranc.)
>= 9000 Esp. dapm. ex/Kanc.

(He McHee 9000 Esp. dapat en./karc.)
>= 500 Erp. bapm ef./Kane.

(re MeHee 500 Erp. dapi ot /xatrc.)

%o OT 3aBMeHHOrO 3HaTeHHA>= 75 Yo oT

3FRNCHHOTO 3HAde I 3B reHHoe

auayenne: 10000 Esp. dapnt ex/mamnc.

He senee 75 % (Q) aimromnTHueckoit axTHBHOCTI qepes 30
MIH

<=4%

(ne Gomee 454)

He Gonce I*KOE=n 1T

11288 Eup. dapm ex./ranc.

10102 Eep. ¢apM. en./xamnc.

541 Bpp. dapy. e /ramne.

106% oT 2ATBIEHHON0 SHATEHIST

Gonee 75 % (Q)
IROOANTHYCCKO AXTHBROCTH
yepes 30 MuH

3%

CooTBeTcTBYET

(Mecarmmmmii paaemrTens B anm. BEPCIIT TOTKA) E




Ceprudukar aHanusa

Konrpom. kauectna Nordmark Pharma GmbH
1244 - 25430 Hrep3ex - Feprmanun
IIumnayanme, 4 - 25436 Hrepien — Cepmzanns

MMH KOTOPOTO BHUIAHO PErticTpalfiIoHHOe YAOCTOBEPEHIIE, €10
afpec; HANMEHOBAHI [IPOITBOMATENA, CTPAHY, EI0 TOBApHLLi
3HAK, TOPIOBOE HAMMEHOBAHHE NPEIAPATA &
MpexyTpeANTensHoH MapKipoBkoil ®, rpyMITIpoRoTHoe
HAHMEHOBAHHE, NeKAPCTBEeHHYIO dopMy, TO3HPOBKY,
FONIMECTRO KATICYT, CONEpHAHie NefiCTBYIOMETO BEIECTaa I
COOTBETCTBYIONNIX eMy hepMeHTATHRHEIX AKTHBHOCTeit
aMITonkTIMecKoli, AnmoanTIMeckoil H oOmeit
NPOTEOITIMECcKoi B OAHOI Kalcy e ¢ MITKpoTableTkabH,
TOKPHTEMA INeHoY Hoil 0Goioukoli, HoMep
PETICTPALHOHHOTO YEOCTCBEPEIBIT, YCAORHA XPaHeHI,
YENORHA OTNyCcka, « XPalmiTh B HCAOCTY THOM UL IeTeil
sectely, «Ilocne yroTpetiieHia TIaTebHO 3aXpHTEH KpHIIKY
ymaxoexip, «llepen yrorpebnerneM BHIMATENEHO
TIpodHTaiiTe IICTRYKINEOY, «BocnomusaeT pedurmir ¢epMeHTOR
noDKeTyIoTHOI JKeNesHy, cTIoco0 NPHMeHeHHA, IWTPIK-KOT,
moGpAKEHNe KaNCYIL, HOMEp CepIll, ATy IpoIBBOICTRA,

_ Texethon +49 4122 712 0
Omniscanite: IFMHTAIB® 10000 KATICYJIbI KHITEYHOPACTBOPHMEIE 50 INTYK
KommecTBo: 42330,00 INT. Ne maprmit: 519301
Karamosmrii N N0063790 Ne 3aKa33 3aKATIIIRA: 4500889376
. Ne aaxaza Nordmark: 28973
Ipysononytatens  AO «Hirdapss»
ya. Canranckan, 4. 7
P, 603950 I'. HIDKHIEL HOBM'OPOH, Cepmdincar: 1375
POCCHSA Crp.: Cip. 2134
Hennimanne TpebGosanue PesyanTaT
OGaiee uncno He Gonee 10°KOEB 1T CooTReTCTEYeET
JIPOMOKEBENTIECKEBHIX TPIOOB
(TYMC)
I paMoTpHIATENLHER GAKTEPIH, HeGonee 1P KCER I ¢ CooTpeTcTBYET
YCTOIMHBE K ACHACTRITIO EIUIL :
Salmenella Creyrernyers 10T OreyTeIByCT
Escherichia coli OrcyrcteyerB IT OTcyTeTsyer
Staphylococcus aurcis OreyTcTRyeTB 1T OrcyTeTayeT
V¥naronia TIo 50 xancyJ B CTEKLTHHELT (IaKOH TeMHOIO CTEKIA, CoomercrycT
YKYNOpeHHLH KPRIIKO]T M3 NOIIDTIUICH HIBKO TIOTHOCTE,
¢maxoH cEadeH YIUIOTHHTETEHEIM JHCKOM, COCTOAIIM H3
ABYX TAcTeli, CkpernmeAHEX BOCKORRIMI TOUKAMIL
TIpi nepRoM BCKPRITINI JHCK paspeNseTcs Aa fise 1acTH. YacTs
1 (nepraMimy/amomiIesas (oNLra/BOCKOBHE TOWKII) OCTAETCH
HA TOpMoBHe GNAKOHA, 4 9acTh 2 (amoMITIIeBas
honsra/GyMara/KapTOH) OCTACTCS B KPLIIIKE.
1o 1 ¢uakoHy B KAPTOHHYIO IEYUKY BMECTE C HHCTPYKilei Mo
MeQHINHCKOMY NpIMeHeHINO TeKAPCTBEHHOTO Npenaparta.
Xpouemze ITpu TeMmeparype He Brme 25 °C. CooTeTcTByRT
Cpox roaoecTH 3 roma CooTBETCTBY T
[leperriAas ynaroeia Ha sTxeéTxe (nakoHa YKa3HBAIOT HAHMCHOBAKHE CootaeTcTBY T
HpOI3BOANTEIA, er0 SApeC, TORAPHELI 3HAK, TOPrOBOE
HaNMEHOBAHIIE [PENApaTa ¢ IpeRyIpIAHTEIbHOI
MAPKHPOBKOI®), IpyTIHPOBOTHOE HAIMEHOBAHE,
NeXapeTREHAYIO opMy, JO3IPOBKY, KOAIMECTBO Kalcyn,
coiepxarie feiiCTRYIOmEro BelecTBa H COOTBETCTBYIONIING
eMy (hepMEHTATHBHEX SKTHEHOCTEH aMMNONIHTHICCKOH,
mmonnmmeckoit H ofineil IporeommIreckoli B oo
Kancylie ¢ MiXpoTaGneTxamMy, MOKPHTHRMH TIIeHoTHoH
ofonouxoii, croced ApIMvMEeHeHNA, YOIOBHA XpaHe i,
«XpaHHTh B HETOCTYNHOM Zna fteteii MecTely, «Ilocne
YIOTpeGREH A TIMATENLHO 3aKPLTE
KpPHIIKY YNAKOBKID?, HOMEP CePHIL ATy NPOIRBONCTBA, CPOK
TOOHOCTIH.
BropiniHasd yIIakoexa Ha mavuxe yKa3RBaroT HaMMEHOBAHIE FOPIFIHIECKOro JIHIA, HA CooTBercTBY ST

DA.W7? NMREPORTS\C NM_t_ph_cofa_phk.rpt (Mecanmuuii pasieMIre/s b UL BEPCINT TOUED) m




Ceprudukar aHam3a

Konrpoars kauecTsa Nordmark Pharma GmbH
1244 -25430 Hrepaen - lepmasn

IMasnayasne, 4 - 25436 Hrepaen — lepaanis

reaedon +49 4122 712 0
Onmcanie: APMHTATLE® 10000 KAIICYJIBI KHINEYHOPACTBOPIIMBIE 50 INTYK
KonmmuecTo: 42330,00 IIIT. 2e mapmin:
KaTaloxairii Ne NO0003790 N2 33Ka1a 3aKaIIRA: 4500889876
Me saxasa Nordmmark:
T'pyzonomyuaTenb AQ «Hirxgapm»

yn. Canranckasn, A, 7

Pb, 603950 I'. HEDKTHIT HOBRT'OPON, CepTidrxar: 1375
POCCHSL Crp.: Crp. 3 24
CpOK F'OHOCTIY, HAHECEHR! CPEICTRA HISHTIhIKAIRI s
MOHMTOPHHTA ABIDKEHHA JIEKaPCTBEHALIX NPETApaTes.
dapMaleBTH ICCKHE TEXHIMECKHE HCOBITAHA
OOHapeONoCt CODEPHTUSLOZO KATCYAbL IO MdCce
CpeHast Macea cONPRIMOre 166,7-214,5 Mr 1934 Mr
HasiMeHEITICe 3HaYeRAne Mrfkane. 179,9 Mr/iane.
Crarye
Harmrdomnmee 3HATeHIS MU/KATE. 208,7 mrfxanc.
Craryc
OrgnoHeHIte OT epeniHeii Macenl <= 0
10%-20%
OTKIOHEHNG OT CPEAHCHT MACCH Her Her
Gonee 20%
Bpeua pacnadaesocmu kancyas
HanSomsmnce 3HA4e HAE <= 15 M 7 sam
(re Gonee'15 nmum)
BpeMa pacnadaesmocinu CooepIiMose Kancyas .
HanGonnnree 3naueHe Homxzro pacnapartes b ocdariom Gydeprom pacmope pHG,8 B Pacmanaercs B dochaTHOM
TegeHne He Goxee 15 Mim Gydepron pacteope pH 6,8 B

PearcTeHt BOCTE K AeficTino wenynoaroro He gomiHo pacmanatscd B 0,1 M pactsope collanoii ENCNOTH B
COEa TeucHite 120

DALW7 NMREPORTS\C NM t ph_cofa phkapt

Tegenne He Gonee 15 Mim

He pacmagzerca s 0,1 M
PacTEOPE CONAHOMH KHCNOTH B
Teuenne 120 Mum

(Mecamrartdii pasAeIITe/E B AATIL BEPCINL TOTKE)} II]




CepTudukar aHamsa
& Nordmark

Kourpoas kauecTsa ' Nordmark Pharma GmbH
1244 - 25430 Hrepaen - epmanua

Tunnayanme, 4 - 25436 Hrepzen — epmannn
Teaedon +49 4132 712 0

Omzcanrre: IPMHTAIB® 10000 KAIICYJILI KHIUNEHHOPACT BOPHMEBIE 50 INTYK

Komiccrpo: 42330,00 LIT. Nz mapTmn 519301

Karamouamrii Na NO0D3790 N 3aK230 3AKASTIRA. 4500889876
Ne aakaza Nordmark: 28973

I'pyscnonyuarens AO «Huzdapmy
yin. Canranckas, 1. 7
Pd, 603950 I, HEKHIIT HOBIOPOJ, Cepmidimar: 1375
POCCHS] Crp.: ~ Cmp. 4md

JlononmirensHas ME(GopMalFA B OTHOIISHHI PasAela « Y TIAKOBKay 113 COOTBEICTEYIONMICTO HOPMATHBHOIO JOKYMCHTA: YIAKOBKA
H MAPKHpOBK2 COOTRETCTEYIOT HOpMATHBHOMY aoxymenty (HID) Mo JICP-002032 / 08-200221, inmenenne N 1. .

/mopmmcy

JlaTa Npon3BofcTEa; 29.11.2021 (an.oarTr)
Cpox rogHOCTIL: 31.10.2024 (anpoarrmr)
25436 Htepaen - Iepmanns Jara: 20.04.2022; (SWIOI) Sylvia Wiemer - pasmemesie 3axasa, CoA

DMLWT WMREPORTSIC NM t ph_cofa_phkapt (MlecATmHLii POSIITEND B ANETL REPCIDE TOTER) m




CeprudHKaT cOOTBETCTBHA

(Ceprndmxams B cooTeeTeTBIN ¢ Pyxoropicteom EC o GMP, wacts I, Ilprmroxente 16, Iprmioxerme I1, 1
PYKOBOZCTEOM «MesxiTy HapOIHO TapMOHH3NpORaHHKEe TpeGopars k cepridmxaipn cepiity, 2011 r, pex. 5)

Nordmark Pharma GmbH

1244 — D-25430 Hrepieu - Iepatansn

Mmnuayasnie, 4 —D-25436 Hrepaen — epmanin

- |3axazuim STADA Armeimitte] AG / 000 «IIITAJLA $apMaeBeNOmMeHT»
- |Tlomywatens AO «Hmxdapiyy
1 |Hazeaune npoayxra IPMUTAJL® 10000 KATICYJILI KHINTEYHOPACTBOPHMBIE 50 MTYK
- |Katamoxamiii N N0003790
2 |CrpaHa-HMIIOPTEp Poccus
3 |Homep perscTpalfoHHOTO JICP-002032/08
YAOCTOREPEHAA
4  |DozupoBKa/aKTHBHOCTE Jinmasa 10000 Esp. dapm. ex./xarc.
Anioaza 9000 Esp. dapm. ex/xamnc.
. IIporeaza 500 Esp. dapm. en./xamc,
5 |JlexapcrBentas dhopma Kancymst
6 |PasmMep / THI ymaxoBKH 50 / dhmakoH
- |Kommectso 42330 mr.
7 |Homep cepi 519301
8 |Hara mpomsBomcTBa 29.11.2021
(T MMLITIT)
9 |Mara HcTeueHIs cpoKa TOTHOCTH 31.10.2024
{an.MLrTTT)
- |Hara BEImycKa 19.04.2022
(2. 0TT)
- |Ne cepmnt nedacoparHOTO IponykTa | 51930005
- |Karanoxamiii Mo wedpacoBanHoro N0066257
. | IPOEYKTa
- |[Ne ceprit AGH 41280005  [41260005 (72490005 |72200005 |72170005
- |Karamozamii No AOH NO065969 | NO065969 | NG065967 |NOO65967 |NOO65967
10 |IIpomsBoACTREeHHAS IFIOMARKA I
ITIOMIAAKA. KOHTPOIIA KadecTra:
Haspamue Nordmark Pharma GmbH
Anmpec IImrmayanne, 4 - D-25436 Htepsen - ['epmanna
Homep miteH3mH DE SH 01 MIA 2021 0005
11 |Cepruduixarsi cOOTBETCTBHA DE_SH_01_GMP_2021_0002
TpeGopanmaM GMP g Bcex
INIOMRZOK YEa3aHe! B 10
12 | PesyJIETATH aHANIIA Ceprmbrkar anamsa Ne 1375
13 |3ameaHmA/ IpIMeTAmILT

Bo BpeMa NpomeoAcTEa, YIAXOBKH H KOHTPONIA KaqecTBa 00HApyXEHO!
O wer oTKnOHEHIH '

M reT oTRIOHe I, OTHOCANPIXGA K BRITYCKY cepItit

I oTKIOHEHN, OTHOCHIMMECS K BENIYCKY CEpIIL

JIOKYMEHTH II0 KOHTPOJEO OTKIOHGHITT:

DC-2022-00137

Cocrannestte foxyMeHTa: Hrepien /20.04.2022 8. Wiemer

Bepens CoC 003
IIIadnoH & cooTBeTcTRID] ¢ JoxyMerToM 01012621 VA Crp.: 1 133

' Nordmark:




CepTudHuKaT COOTBETCTBUA @ Nordmark

(Cepripukainis B cooTBeTcTBHH ¢ Pyxosoyicteom EC 1o GMP, gacts I, IIpimosxernste 16, lemomem{e ILn

PYKOBOACTEOM «Mesky HApOZHO [apMOHIHPOBaHHEIE TpeGoBaHHA K cepTHOHKAIRIH CepuiDy, 2011 I, pex. 5)
Nordmark Pharma GmbH

1244 - D-25430 Etepien - 'epmarnm
ITsmmayase, 4 — D-25436 Hrepseir— I'epmannn

3aKA3YHK STADA Arzneimittel AG / QOO0 «IITAJA dapMaeBeTOIMeHI»
Ilomywatens AO ¢Hipxdapm»
. AQ «Hipxdapy
1 Hazeanne npoaykra SPMHTAJL® 10000 KATICYJBI KENTEYHOPACTBOPHMBIE 50 IITYK
Karanoxamii Ne N0003750
2 CrpaHa-HMIIGpTEp Pocenst
3 HomMep perncTpaliogHoro yaoctosepenms | JICP-002032/08
4 Ho3npoRKa/akTHBHOCTh Jrmasa 10000 Esp. dapu. ex./xamnc.

Awimaza 9000 Esp. apm. et /xarc.

IMpoteasa S00 Enp. dapM. ex./xarc.

5 JlexapcTRenHas dopMa Kancynst
6 PazMep / THII YIIaKOBKH 50/ ¢pnaxoH
Kommectso 42330 .
7 Homep cepun 519301
14 3asmaenne o cepriduxannmn 51 moaTREpKAAIO, YTO NMPHBEAEHHAS BRIIE MEODMALIHA ABIHETCH

ACCTORepHOiT I Touroil JTaHHAad cepHa NMpogyKTa GRINA [POIRREAEHS,
BKIFOYAs YTIAKOBKY/MAPKMPOBKY H KOHTPONL KAUECTBA, HA YKa3aHHOJ Brme
IIIOMAZKe B TIONHOM COOTBETCTBHY ¢ Tpebopamsmit GMP MecTrorO
DeryINpYIOMEro OpraHa U crelmdinaipeii B perueTpaloHHOM
YIOCTOBEPEHNH CTpaHb-UvIIopTepa. JlokyMeHTH B oTROme N oSpaboTky,
YITAKOBKIH H @HANIREA CEPIH ORI PACCMOTPEHE! 1 ONPEREISHE
cooTBeTCTRYIOIMIMH GMP.

'Ycnopns B OTHOIMEHI BRUTYCKa Cepiii, KoTophle YxasaHil B Pyxosogcree EC
o GMP, gacts I, IIpnnoxerte 16, 1 nyskTe 16 AMWHYV (3axoH 0
MPOYBBOICTBE JEKAPCTBEHHBIX NPEIMPaToR N AeiicTBYIOmITK BEMECTR),
BLUTONHEHE H HACTOSIITHM NONTRSPIKICHEL

Toursep:kaeaite B COOTRETCTRIH C - CepHs rOTOBOTO IPOAYKTA H [IPOLECC €10 IPOHBBOCTEA COOTBETCTBYIOT
POCCHECKID HOPMATIBHEDIL TpeGOBaHILIM, IIpeACTaBAe HHEIM B HOPMATHEHEIX IOKYMEHTAX,
moxymesTasi o GMP - HapGoNee BajHEe TIPOM3BORCTBEHHEIE TIPOLIECCH M METOMB! NCTIRTAHITT

KOHTpOJIA KauecTBA BAMHAHPOBAHEL AejicTRyronme yeIoBIA npo;nsonc’ma 41
IOCkE HA CCPIIO NIPOAYKTA G NPHHSTE BO BHIMAKRE,

~ OTKIOHEHMA IITH JUTAHIPYEMEIE H3MEHEHHA B X0I¢ IIPOHEcca IPOIBEOACTES
UM IICTIRITAHHI KOHTPOJIA KAaYecTRa IOATREPKIEHE! YIIONHOMOUSHHEIM
TIEpCOHANOM; KOMITETeNTHEIH OpraH YReAOMIEH o JEoGoM IBMCHEHMI, UTO
TpefyeT percTpati B JOChs UM MONYTIeHHH PEMHMCTPALMOHHOTO
y,lIOCTOBCpCIﬂ-Iﬂ TN THOSHR I HA TIPOMBBOMACTBO nexapcmemmro npenapa’m,
pa3pelIeHIe Ha PeTHCTPALIO TAKHX MMEHEHITT O5010 NpefocTaBleHo
KOMIIETEHTHEIM OpraHOM;

- TpOBEEHH Boe HeoSXOMMMEIE HCCIeA0BaHiA H NCIEITAa I (BRIOYaA
JIOTONHHTENEHEI] 0TGOp 00pasIion, MPOREPKIL, HCCHEAORBAHIS I HCTIRITAHIIA
BCHEICTRHE OTKIIOHEHE BO BpeMH Iporiecca IPOH3BOACTEA I IHIAHAPYEeMEIX
H3IMeHeHITT),

- JOKYMEHTAITHS IT0 [IPOTIECCY MPOMBBOACTREA H HCIIBLITAHHIAM KOHTPOI
KauecTsa OHIIA cocTaBIeHA H YTBEPXAEHA YIIOMHOMOIEHHEIM IEPCOHATIOM,

- Bce ayJHTHl GRUTH NpoBeleHE! B COOTBETCIRMM ¢ TpeGoBatrsiMIL,

OTpeHelle HHEIMIL B CHCTEMe KauecTRa;

' - BCe IPeanoiaracMele (JAKTOPH, OTHOCAIIECS K Ka4eCTBY IIPOAYKTA (110
MHEHITO YHONHOMOYEHHOTO JTHITA ), OBLIH YITeHEL

Bepena CoC 003
CocraneHie RoxyMeHTa: Hrepaon /20.04.2022 S. Wiemer MTadnox s cooreercTBHM ¢ foxyMenToM 01012621 VACrp.: 2 3




CeptH(HKaT COOTBETCTBH

@ Nordmark

(Ceprndmxamsst B cootReTcTBIN ¢ PykoBonctom EC o GMP, wacts I, Iproxerne 16, [Ipinoxerme I, 1
DYKOBORCTROM «MesKIy HAPOAHO rapMOHIBHPOBAHHEIE TpeGoBaHms K cepribHKaIm ceprii», 2011 r., pen. 5)

Nordmark Pharma GmbH

1244 — D-25430 Hrepsen - I'epmannn
IHunmayanne, 4 — D-25436 Hrepxen— Lepraama

- |3axasanx STADA Arzneimitte]l AG / Q00 «[ITAJA $apMIeresonIMEHT?

- |Homygarem AQ «Huxdapmy

1 |Haipanne npoaykra SPMUTAJIB® 10000 KATICYJIBI KIRITEMMHOPACTBOFIIMABIE 50 INTYK

- |Karamoxuerii No NO003790

2 |CrpaHa-IMIOpTEp Pocens

3 |HoMep peruICTpalLHOHHOTO JICP-002032/08
YIOCTOBSPEHHA

4 | MoaHpoRKa/aKTHBHOCTE Jrmmasa 10000 Eep. dapm. ex./karc.

Anomaza 9000 Egep. gapm. en/xamnc.
TIpoteasa 500 Enp. dapm. en./ramc.

5 |Jlexapcrennas ¢opma Kancymst

6 |[Pasmep / THH YOAKOBKH 50 / puaxon

- |KonmyecTo 42330 mr.

7 |Homep cepunt 519301

15 |®HO 1 JOIXHOCTE JOILA, II-p Knaye MupguensGepr / yIoTHOMOTEHHOE JIHLIO

" |paspemaromero BEIYCK cepHI

16 |Ilommcs Jumia, pa3pemalomero /monmics!
BLUTYCK CCpIHM .

17 |Hata nommcamis 20 ampens 2022 T,
(L ITIT)

CocTanneHite lokyMeHTa: Hrepaen /20.04.2022 S, Wiemer

Bepcna CoC 003
ITadnow B coorBeTcTBHH ¢ JoxyMeHToM 01012621 VACrp: 3 m 3




Certificate of Analysis

Quality Control Nordmark Pharma GmbH
P.0. Box 1244 - 25430 Uetersen-Germany
Pinnauallea 4 - 25436 Uetersen-Germany
phone 48 4122 7120
Text: Ermital ® 10000 gastro-tesistant capsulas §0 PCS
Quantity : 42230.00 PIECE . Lotno.: 518301
Catalogueno,  NOOD3780 ' Customer order no. : 4500888876
Nordmark Order no. . 25873
Consignea AO Nizhpharm - Nizhpharm JSC
Slapannkaya Strect 7 .
RUS-603850 NIZHNY ROVGOROD Caortificate : ’ 1375
RUSSLAND Page: Page 1 from 4
Tost Requiroment Resuit
Characters
Appearance
Description Size no, 2 hard gelatin capsules §ize no. 2 hard gelatin
- . capsules
Capsule cap Opaque brown Opaque brown
Capsule body Traneparent colorless -Transparent coloriess
Colour capsule content "White-grey Whlte-gréy
Constitution ¢apsula content Reund, biconvex film-coated microtablets Round, biconvex film-
coated microtablats
Identification
Identification
Lipolytic activity Lipolyiic activily detectable Lipolytic activity
detectable
Amylolylic activity -Amylofytic activity detectable Amylolytic activity
_ detectable
Total proteciytic activity Total proteolytic activity detaclable Tatal proteoiytic activity
] detactable
Assay
Assay : )
Lipolytic activity >= 10000 Ph.Eur.U.Jcapsule 11288 Pn.Eur.U Jcapsule
: (Not Iess than 10000 Ph.Eur.U./capsule}
Amylolytic activity »>= 8000 Ph.Eur.i)./capsula 40102 Ph.Eur.\l./capsule

Total proteolytic activity

Dissolution
Mean value sfter 30 min

Mean value after 30 min

Purity

Loss on drying capsule confent
Loss on drying capsule content ~

Microblological Testing

DUW?_NMREPORTSC_NM_t ph_cofa_phipt

(Not less than 8000 Ph.Eur.U./capsule)

»= 500 Ph.Eur.U Jcapsule
(Not less than 500 Ph.Eur.U./capsule)

% of daclaration
>z 75 % of declaration
Declaration: 10000 Ph.Eur.U /capaule

Not less than 75 % (Q) of lipoiytic activity in 30 min

<=4%
{Not mare than 4 %)

541 Ph.Eur.U./capsule

108 % of declaration

More than 756% (Q) of
lipolytic ectivity [n 30 min

3%

(Numbers bn English notation - decimal dot)




Certificate of Analysis

Quality Control Nordmark Pharma GmbH o Nordmark

P.0. Box 1244 - 25430 Ustersen-Germany
Pinnauallee 4 - 25436 Ustersen-Germany

phone +48 4122 7120
Toaxt : Ermital ® 10000 gastro-resistant capsules 50 PCS
Quantity : 42330,00 PIECE ) Lotno. : 518304
Catalogue no. N{OD3780 : Cusfomer onder ho. : 4500880876
_ Nordmark Orderno.: 28973
Consignee AO Nizhipharm - Nizhpharm JSC
Sizganskaya Stroot 7
RUS-603950 NIZHNY NOVGOROD Certificate ; : 1376
RUSSLAND Page: ‘ Page 2 from 4
Tast - Requirsment Result
Microbiological purity
Total aeroble microblal count ( Not more than 10 (Exp. 04) CFUIn1 g Complles
TAMC) ’
Total combined yeasts / mouids Not more than 10 (Exp. 02) CFUIn1g Complles
count (TYMC)
Bile-tolerant gram-negalive bacteria Not more than 10 {Exp, 02)CFUIn1g Complies
Salmonella Absentin10 g Absent
Escherichia coll Abseniin1g : Absent
Staphylococcus aureus Absentin1g ‘ Absent
Packaging
Testing of packaging
Packaging 50 capsules In amber glass vial sloppered with a low density Complies

polyethylene cap and fitted with sealing disk consisting of two
parts fixad by wax spots, At first cpening the disk Is separated
In two parts.

Packaging Part 1 (pergaminefaluminum folliwax spots) ramains an the Complles
vial nack, and part 2 {aluminum foil/paper/cardboard) remains
in the cap. 1 vial with the Inatructions for medical use of
madicinal product in a cardboard pack.

Storage At temperature not exceeding 26°C  Complies
Shelf.life 3 years ' : ' Complies
Labeling )

Primary packaging The vial label contains the name of the manufacturer, its Complies

address, tradamark, trade name of the product with waming
maik ®, group name, dosage form, strength, number of
capsuias.

Primary packaging The vial label contains the activa substance content with Complles
respactive amylolytic, lipolytic and total proteolytic activity In
one capsule with gastric-resistant microtablets, methed of
administration.

Primary packaging . The vial labsl contains storage conditions, "Keep ot of reach Complles
of childrenl”, "Close tightly the packaging closure after use®,
bateh number, manufacturing date, expiration date,

Secondary packaging The pack contains the name of the legal endily holding the Complies
: marketing authorization, its addreas; name of the
manufacturer, country, its trademark, trade name of the
praduct with warning mark ®, group name, dosags form,
strangth, number of capsules.

D:ALW7_NMREPORTS\C_NM_L ph_cofa_phk.ipt {Numbers In English notation - decimal dot)




Certificate of Analysis

Quality Control Nordmark Pharma GmbH
P.0. Box 1244 - 25430 Uetersen-Germany
Pinnauallee 4 - 25436 Uetersen-Germany
phone +49 4122 7120
Text: " Enmita! ® 10000 gastro-resistant capsules 50 PCS
Quantity : 42330,00 PIECE Letno. : 518201
Catalogue no. NOOD3TS0 . Customer ordef no. : 4500889878
Nordmark Orderno.: 28673
Conslghee AQ Nizhpham = Nizhpharm JSC
Slaganskaya Strest 7 .
RUS-603950 NIZHNY NOVGOROD Certificate : 1315
RUSSLAND Page : Page 3 from 4
Test Reguirement _Result
Secondary packaging The pack contains the active subatance content with Complies
regpective amylolytic, lipolytic and tota) proteclytic activity In
one capsuls with gastric-resistant microtablets, marketing
authorization number, storage conditions, prescription status.
Secondary packaging The pack contalna "Keep out of reach of chiidrenl”, "Closa Complles
tightly the packaging closure after use”, "Read carefully the
instructions bafore use®, "Replenish pancreatic enzymes
daficlancy™
Secondary packaging The pack contalne the method of administration, bar code, Complies
capsule image, batch number, manufacturing date, expiration
date, ldentification marks for the medicinal praducts flow
monttoring ere allowed. .
Pharmaceutical Technical Tosting
Uniformity of mass of capsule content .
Average fill mass 166.7 -214.5 mg 193.4 mgy
Lowest value mg/capsule 179.8 mg/capsule
Status
Highest value mglcapsule 205.7 mgfcapsule
Stalus
Deviation of average mass between =2 D
10% and 20%
Daviation from the average mass None None
more than 20%
Capsuie disintfegration time
Highest value <= {5mh 7 min

Capsuia content disintegration time

Highest value

Gastro-resistance

D:ALW?_NMIREPORTS\C_NM_t ph_cofa_phK.mpt

{Not mare than 15 min)

Should disintegrate in phusphate buffer solution pH 6.8 within
not more than 15 min

Should not disintegrate in 0.1 M hydroghloric acld solutfon for
420 min - :

{Numbers [n English notation - decimal dot)

Disintegrata in phosphate
buffer solution pH 8.8
within not more than 15
min

Does not disintegratain 0,
1 M hydrochloric acld
solution for 120 min




Certificate of Analysis
Quality Control ‘ Nordmark Pharma GmbH @ Nordmark

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

phone +48 4122 7120
Toxt: Emmital ® 10000 gastro-resistant capsules 50 PCS
Quantity : 42330.00 FIECE ‘ Lotno, ! 519301
Catslogue no. N0003760 Customer arder no. : 4500889876
' Nordmark Orderno.: = 28873

Consignse AO Nizhpharm - Nizhphamm JSC

Slaganskaya Street 7

RUS-603850 NIZHNY NOVGOROD Certificate : | 1375

RUSSLAND Pags : Page 4 from 4

Tessa Fehsenfeld
Fead of Quality Control
- aitarin der Qualittskonirolle

Additional confirmation with regard fo the section ,package” of the applicable Normative Document: The packaging
and labeling complies with regulatory document(ND) No. LSR-002032 / 08-200221, amendment No. 1.

Manufadturfng date; 29.11.2021 (COMM.YYYY)
Explry date: 31.10.2024  OMMYYYY)

25436 Uetersen-Gamany Date: 20.04.2022; (SWI01) Sylvia Wismer - Auftragserfassung, CoA

DAWT_NMAREPORTS\C_NM_t ph cofa_phimpt ; (Numbers fn English notation - decimal dot)



Certificate of Compliance

0 Nordmark

(Conﬁnhation accarding to EU GMP Guide Part | Annex16, Appendix Il and guideline “Intemalionally Harmonised
Requirements for Batch Certification 2011 Rev 57)

Nordmark Pharma GmbH

P.0. Box 1244 — D-25430 Uetersen - Cermany
Plnnavalles 4 — D-25436 Usfersen - Garmany

- | Customer STADA Arzneimittel AG / LLC STADA PharmDevelopment
- | Recipient AQ Nizhpharm
Nizhpharm JSC
1 | Name of product Ermital ® 10000 gastro-resistant capsules 50 PCS
-_{Calalogue no, NQOD3780
2_| Importing country Russia
3_ | Markeling authorisation number LSR-002032/08
4 | Strength / potency Lipase 10.080 Fh.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 { botle
= | Quantity 42330 items
7 | Batch number 519301
8 | Date of manufacture 29.11.2021
{dd.mrm.yyyy)
9 | Expiry date 31.10.2024
(dd.mm.yywy)
- | Date of release 19.04.2022 -
(dd.mm.yvyyy}
- | Batch no, of bulk product 51930005
- | Catalogue no. of bulk product NODGE6257
- | Balch no. of AP 41280005 ]41280005 |72490005 |72200005 |72170005
- | Catalogue no. of API NOOBS9BY | NODOS5969 | NDOSSORY | NOOE5867 | NOOBESST7
10 | Manufacturing site and quality
control site:
Name Nordmark Pharma GmbH :
Address | Pinnauallee 4 ~ D-25436 Uetersen — Germany
Authorisation number DE_SH_01_MIA_2021_0005
11 | Cettificates of GMP Compliance of | DE_SH_01_GMP_2021_0002
| all sites listed under 10
12 | Results of analysis Certificate of Analysis no. 1375
13 | Comments / remarks During manufacture, packaging and quality control there occured
. . B no deviations
Eno deviations with relevance to the balch release
I deviations with relevance 1o the batch release.
Document(s) of deviation control:
DC-2022-00137
14 { Certification statement | hereby certify that the above information is authentic and accurate.
This batch of product has been manufactured, including
packaging/iabelling and quality contro! 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 AMWHY (Medicina! Products and Active
Substances Manufacturing Ordinance), are fulfilled and are hereby
confirmed.

Compitation of document: Uetersen / 20.04.2022 S, Wiemer

CoC varsion 003
Template according to document 01012621 VA Page: 1 of 2




Certificate of Compliance ' ' @ Nordmark

(Confirmation according to EU GMP Guide Paﬂ I Annex16, Appendix Il and guideline “Internationally Harmaonised
Requirements for Batch Certification 2011 Rev 57)

Nordmark Pharma GmbH
P.0. Box 1244 - D-25430 Ustersen ~ Gemany
Plnnaualles 4 — D-25436 Uetersen - Germany

- | Customer STADA Arzneimittel AG / LLC.STADA PhamDevelopment
- | Recipient AQ Nizhpharm
Nizhpharm JSC
1 | Name of product Ermital ® 10000339tro-resistant capsules 50 PCS
- | Catalogue no. - | NOOD3790
2 | importing country Russia
3 | Markeling 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.unils/ capsule
5_| Dosage form Capsule
8 | Package size / type 50/ bottle
- | Quantity 42330 items.
7 | Batch number - 1519301
- | Confirmation according to the - The finished product baich and its manufaciuring 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 manufaciuring 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 contro! testing are confirmed by authorized 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 autharized personnel;

- ali audits were carried out according to the requirements defined in the quality
system;

- ali contemplable factors with relevance for the product qualily - according to
the opinion of the Qualified Person - were leken into account, ‘

15 | Name and position / fitle of person Dr. Claus Middelberg / Qualified Person

authorising the balch release

16 | Signature of person authorlsing the ,C:
batch release ; E t ol

17 | Date of signature AFR 2077 “'

(dd.mm.yyyy)

CoC version 003
GCompilation of document; Uetersen / 20.04.2022 S. Wiemer Template according to document ¢1012621 VA Page: 2 of2




A A HAS (AR [0 HA A0 «CBefieHna o BBOAE B rpaxaaHCcKuim odopoT B Poccuimnckon degepaymm nekapCcTBeHHbIX
PEARPAALMAR DAWHEA 0 1A A 307
ARFAGDHAR LAVAGA T HAASUTY CPeACTB MO COCTOAHMIO Ha 24.06.2022 14:53»
BALPEPE SAPARCUNPAMHERMA
JlaTa BHeceHHs B IIpoussoaurens Cgaenenust o Opranmsaus, Homep Howmep, nata
. HopmarugHast BBIIYCTHBIIASI B
AHC Toprosoe HaHMeHOBaHHE (BBINMYCKAOIIH Crpana CTaJHsIX OKVMEHTALHS AE—— cepuH, pa3perueHust
Poc3npaBHansopa KOHTPOJIb) MPOH3BOICTBA JoKy i P oﬁ)f)por NapTHH Ha HUJIII
DpMuTaIb®; KarcyJisl
kumeyHopactsopumsie 10000 EIT Hopamapk ®@apma . Hopamapk ®@apma JICP-002032/08-200221; U3m. " — )
13.05.2022 50 wr., dhaxomsi (1), mauku M6X Tepmanmst 1 6% Fepmanms Nel & JICP-002032/08-200221 | 2O "Hwapm 519301

KapTOHHbIE
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