Ceptuduxar aHanu3a

KoHTpOoJb Ka4eCTBA

Hopauke ®apma Deprpub I'moX

IMunnayaniee 4 - 25436 Hrepaen — 'epmanun

K Nordix:

TexeT: IPMUTAJD 10 000 KAIICYJIbI 20 IHITYK POCCHA
Konu4ecTno: 98 800 IITYK Ne cepu: 354101
KaTtanosusi N0003581 Nt 3axaza 4500556793
HOMep: KJIHEeHTA:
Ne 3akasa: 25531
[pysononyuatens:  AO Hmkdapm —ya. Canranckas 7, Ceprudukat: 19002923
P® — 603950 HHIKHWUA HOBI'OPOJ,
POCCHUS
| Crpanuua: 1
lilcmana HHE TpeGosanue Pe3yabTaT
XapakTepHCTHKH
BaImykibie MAKpOTa6NETHH, MOKPHITbIE
CocTaB cONEPHUMOrO KancyJbl rneHouHo# ofonouxoit COoOTBeTCTBYET
Kpblineuka Kancyibl KopuiHeras Henpo3payHasn CooTeTcTBYET
Koprryc kancyibt Ecrecrsennsit npospaysblii CootercTBYET
LipeT cOnepRUMOTQ Kancyisl Benoparo-cepsiit CooTBETCTBYET
Omnncanne [Ipononrosarkie TBEPABIE XKENATHHOBBIE KATICYNbI, CooteereTayeT
pasmep 2, yIIMHEHHRIS
3anax coNepXKHMOTO KATICYJbI XapaxTepsbrif CoOTBETCTBYET
IMopnuHHOCTE
Jlunasa OGHapyXUBAETCH JIUIIOJUTHIECKAA AKTHBHOCTD CooteeTcTRYET
Amunasa O6napy>xHBaeTCA AMBNONNTHYECKAA akTUBHOCT,  COOTBETCTRYET
Tporeasa O6napyHBaETCs TTPOTEONHTHYECKAT aKTHBHOCTE  COOTBETCTBYET
Macca
Cpenwns Macca Kancynbl 2734 Mr

O,IIHOPOEHOCTI: MAaCChI conepmumoro
KANCYJIbl
HauMeHbIee 3HaYeHUE

Haubonpinee 3Ha4eHHE

HauMenbiuee 3Ha4eHHe OTKIIOHEHHSA OT
cpenwel Maccel

Haunfonpuiee 3Ha4€HHE OTKJIOHEHHA OT
cpeaHed Macchl

CpenHsin Macca COAEPKHUMOro
Orxnonenue 01 cpeanei Macer Gonee 20%

Bpems pacnaga Kancymabl

Haubonpmee 35a4eH1e
Bpemn pacnajga cogepxHMOr0 Kancybl
Haubonsuiee 3Ha4eHHE

VeToMUBOCTE X BO3ACHCTBHIO
eIy JO9HOr0 COKa

KonnyecTBeHHOE ONIpeleieHHe

AMunonuTHiecKkas aKTUBHOCTh

227,681 - 275,484 mMr

(noxasatens B [Mr/kancyna))

(nokasatens B [Mr/kancyna))
-1.5%

ToJbXO B 18 13 20 xancyn
+7,5%

Tonsko B 18 u3 20 xancyn

166,681 - 214,484 mr / xancyna
OrcyrcrByeT

< 15 mun,

< 15 MuH.
(B Gydeprom pacteope ¢ pH 6,8)

PacTBOpeHne He NPOMCXOAUT B Teuenue 120 MuH,
B pactaope conaHoit kucnotel 0,1M

> 9000 Eli/kanicyna

192,4 mr / xancymst
232,4 Mr / xancyns!
CooTBeTCTBYET

CooTBeTcTBYET

213,1 Mr/ xancysst
CooTBercTBYET

6 MHH.

6 MHH.

CooTBeTCTBYET

10444 E]i/xancyna




CepTudHrKaT aHAIN3A Z&Nor‘di)("

KoHTpoaL Ka4ecTBa
Hopauxe ®apma ®eprpub 'm6X
Muunayaniee 4 - 25436 Urepsen — Fepmanus

Texrer: SPMUTAJD 10 000 KAHCY.JIbI 20 INTYK POCCHA
Konn4ecTno: 98 800 LUTYK No cepnn: 354101
Kartanoxasii N0003581 Ne 3akaza 4500556793
HOMEp: KAHeHTa!
Ne 3akaza: 25531
Ipysononyyatens:  AO Humkdapm - ya. Canranckas 7 Ceprudurar: 19002923
PO — 603950 HUXKHUIH HOBIOPO/J,
POCCHS
[ Crpanuua: 2 ]
[ Menbiranue TpeGosanne PesyabTart
JTunonuTHYecKas aKTHBHOCTD > 10000 E]l/xancyna 13120 EJl/kancyna
[IpoTeonuTiuecKas aKTHBHOCTD > 500 EJl/kancyna 586 Ell/xancyna

JInnoJHTHUECKAS AKTHBHOCTD
FPH pacTBOPeHHH
ITocne 30 MuHYT > 75% OT 3a9BNAEMOTO MOKa3aTesis 103% oT 3aABNEHHOrO
3ageneqo; 10000 El/xancyna

Tecr
IToTeps Macchl COAEPIKUMOTO Kancy sl <£4,0% 3,0%
Op# BBICY IHBAHHH
MuxpoGronorudecKoe HCNbLITARKE
Staphylococcus aureus CoorBeTcTBYeT TPeOOBAHHAM HCIIBITAHHA COOTBETCTBYET
Ha OTCYTCTRHE
Escherichia coli CootBeTcTRYET TPeOOBAHNAM HCIBITARMA CootBeTCTBYET
Ha OTCYTCTBHE
Salmonella CooteercTsyeT TpebGoBaHMAM HCTILITAHUSA CooTBeTCTBYET
Ha OTCYTCTBHE
OBuiee koM4ecTBO a3pobHLX Gakrepuit  Maxe. 10 (Oxern. 04)/r CooTBeTcTBYeT
Obiee KONHYECTBO Maxe. 10 (3xemn. 02)/r CoOTBETCTBYET
IPOXKEBBIX/TUIECHEBBIX rpHGOB
I'pamoTpHLATeNbHEIE GaKTepuy, <100/r 0/t

ycrolamBhIe K AEHCTBHIO KETIH

MMPOM3BOIUTEb: Hopmmapk Apunaiimurtens I'M6X & Ko. KT, Ilunuayanee 4, 25436 Yrepeen, Iepmanus
BBITYCKAIOLIMI KOHTPOJIb KAUECTBA: Hopauke ®apma ®eprpu6 I'm6X, Tlunnayantee 4, 25436 Urepaen,
T'epmanus

Jara npoussozcrsa: 08.07.2019
CpoK rofHOCTH: 30.06.2022
25436 Urepsen: 09.12.2019 / Jlena BpamMmanH
<NOMNINCL>
Ip. Knayc MungensGepr
YonHOMOUEHHOE JTULIO
Hopauxc Papma Qeprpud I'm6X



Cepruduxar co0TBETCTBHS

ZKNordi)(‘

(Cepruduxauns B coorseTcTBiH ¢ pykosoacTeom GMP EC Yacts I Mpunokenne 16 1 pykoBocTeoM
«MexayHapoaHsle FAPMORUIHPOBAKHbIE TpeGoBanma K ceptuduxaimu naptuit 2011 Pen. 5»)

Hopanxe ®apma ®eprpnb I'm6X

Iunnayannee 4 - 25436 Hrepaen - Nepmanus

- | 3akaszunk WITAIA Apunadimuarrens AT / Q00 INTAIIA ®apmlererormmenT
- | HNomyuarens AO Huxdapm
1 |Ha3paHne NpoxyxTa IPMHUTAJID 10 000 KAIICYJIBI 20 IITYK POCCHS
~ | KatanoxHslif HOMED N0003581
2 | Crpana-umnoprep Poccua
3 | Homep pericTpaiioHHOro JICP-002032/08
YHOCTOBEpEHHA
4 | Tosupomexa / cogepxanue Juna3za 10000 EJl/kancyna
AeHCTBYIOILErO BELUECTRA Awmmnaza 9000 EJl/xancyna
IIporeasa 500 Efl/xancyna
5 |JlexapcTBeHRas (opma Kancyna
6 |Pasmep / Tun ynakopku 20 / daaxon
- | Konnuectro 98 800 wryx
7 |Homep cepnu 354101
8 [ laTa npomsBozcTBa 08.07.2019
9 | Cpox romHocTH 30.06.2022
- | Ne maprun 6anka 35410005
- | Karanoxubii Ne 6anka N0066257
- | No maprun AOH 141130005 67730005 | 67490005 I - - -
- | Katanosxsniii Ne AOGH N0065969 N0065967 | NO065967 |- - -
10.1 | IIpoH3BOACTBEHHAN TIOILAKA! (TOMBKO BBITYCKAIOMHHA KOHTPOMb Ka4yecTsa)
Haspanne Hopauxce Papma $eptpub I'm6X
Agnpec [Tuunayamnee 4 - D-25436 Hrepsen - lepmanus
Ne peructpanmonsoro ynocrosepesns | DE SH 01_MIA 2019 0002
10.2 | IMnowanka, ocymecTtsmnoman KK:
Hazsanue Hopamapk ApunaiiMurrens I'm6X & Ko, KI"
Agppec ITunnayannee 4 - D-25436 Urepsen - [epManus
Ne perucTpausorHoro ynocroseperns | DE_SH_0 1_MIA 2018 0012
11 | Ceprudmxarst cobmonenns
tpebosarnit GMP Bcex muiomaok,
TIEPEYHCAEHHbIX B:
10.1 DE_SH_01_GMP_2019_0001
10.2 DE _SH_01_GMP_2018_0019
12 | Pesynerars aHanusa Ceptuiuxar ananusa Ne 10002923
13 | KoMmenTapui/mpuMeyanus B X0ze Npon3BOACTBA, YNAKOBKH H KOHTPOS KAYECTBA GBIIO BLIABNEHO:
0 orcyrcrere orkioHeHHHA
OTCYTCTBHE OTKJIOHEHHH, CIOCOGHBIX HOBNMATE Ha BBIULYCK NapTHH
O otxnoHeHus, cnocoGHEIC NOBTUATE Ha BBITYCK NapTHH.
JIOXyMEHT(b1) KOHTPONA OTKIOHEHMIH:
DC-2019-00777
14 | 3ansnenue o cepTudUKaLMN Hactosmmm s noareepxnalo, Yr0 YKA3AHHAS BhILUe uHdOpMAUMA ABJIAETC
AocToBepHO# 1 ToYHOM. TIpou3BONCTBO MaHHO# MapTHy NPOMYKTA, B TOM uHCTe
YNAaKOBKa/MapPKHMPOBKA M KOHTPOAb KA4ECTBA, BBLIMONHEHH HA YKazanHo#i
fomanke B COOTBETCTBUM ¢ TpeGoBanusmMu GMP mectHoro peryssropHoro
oprana W creundukaumelt, ykazaHHoll B perucTpanvoHHOM YHOCTOBEpEHHK
CTpankl-uMnoprepa. IlpoanamusupoBankl faHHsie of o6GpaborTke napTuu,
YURKOBKE W aHamW3e, & TAKKE YCTAHOBNEHO, YTO OHM COOTBETCTBYIOT
TpeGopannam GMP,
VcnoBug BHINYCKa NAPTHH B COOTBETCTRHMU ¢ pykoeoncTsoM GMP EC uacrs
I Tpunoxenne 16. W naparpad 16 AMWHYV (IlpaBuna npomssoacTaa
JICKAPCTREHHLIX CPEACTB U AKTHBHBIX (JADMALEBTHYECKHX WHIPEIHEHTOB
erMaHHH) BbIMONHAKOTCA, YTO NOATBEPKACHO HACTOALUMM.

Hoxyment coctapnen: Hrepsern /09.12.2019 J1.

BpammaHn

CoC penaxuus 005
Illa6non B cOOTBETCTBUH ¢ A0KyMenToM 01012621 VA Crpannna: 1 u3 2




CepTHdHKAT COOTBETCTBHA

IKNordix

(Ceprrdukanmns B cootseTcTBrM ¢ pykoBojacTBoM GMP EC Yacts I ITpunoxkenue 16 U pykOBOZCTBOM
«MexayHapo/Hbie rapMOHUIUPORAKHEIE TpeGoBaHUA K cepTH(uKkaumny naptuit 2011 Pex, 5»)

Hopaure @apma ®eprpud I'méX

Muunayamnee 4 - 25436 Urepaen - 'epmanns

- | 3akazyuk IUTAZIA ApunaiiMurtens AT’/ 000 IITAZIA ®apm]lesenonment
- | Honyyarens AO Hwxdapm
1 | Ha3samme npoaykrta IPMHTAJID 10 000 KATICYJIbI 20 IHTYK POCCHUA
- | KaranoxHel# HoMep N0003581
2 | Crpana-uMnopTep Poccus
3 HoMep perscrpauonHoro TICP-002032/08
YAOCTOBEPEHUA
JIunasa 10000 Ell/kancyna
4 J’E?;:&%:uggi?ﬁ i’::g Amunaza 9000 E]l/kancyna
Iporeasa 500 EJi/kancyna
5 | JlexapcrBennas ¢opma Karncyna
6 | Pasmep / Thn ynakoeku 20/ ¢naxon
- | Konmuectro 98 800 wryx
7 | Homep cepuu 354101
- | IloxTeepxueHue COTIACHO - [TapTia roToBOH NMPOMYKUMH K MPOLIECC €6 W3rOTOBNEHHA COOTBETCTBYIOT C
Poccutickomy pykosoactsy GMP yuerom TpebosaHni, MPeABABIAEMBIX HOPMATHBHKIMHE HOKYMEHTAME;
-BaNMAMPOBAHEl Hau{ionee BaXHbIE TIPOM3BOACTBEHHBIE NMPOLECCH! M METOMbI
KOHTPOIIA KAYECTBA, YUTeHbl 3((eKTHBHBIC MPOM3BOACTBEHHEIE YCTOBHS M
ZOCHE Ha NAPTHIO ITPOAYKLHH,
-mo0bie OTKIOHEHUS WK NNaHupyeMble H3IMEHEHHNS B MMpoLecce ITPOU3BOACTBA
WIH B XOJE INpPOBEPKH KadecTsa MOATBEPKAAIOTCE  YHOJIHOMOYECHHEIM
NepcOHaNoM; KOMIETEHTHEIH opran OBUT NPOMHGOPMMpPOBEH O MOOBIX
H3MEHEHHAX, KOTOPbIe AODKHBI OBITE 3aperHCTPHPOBAHbL B PErHCTPALHOHHOM
YAOCTOBEPEHHH HJIM B Da3pelleHWH Ha MPOH3BOACTBO JIEKAPCTBEHHOTO
CPENCTBA, paspellente Ha PETHCTPALIMIO 3THX W3MeHeH ! BBII0 NpenocTaBNeHo
KOMIETEHTHRIM OpraHoM;
- Oeiiv npoBeNeHl Bce HEOOXOAMMEIE MCCNENOBAHMA W HCTBITAHUA
(Brmovas HONONHMTENbHLIH OTOOP NMPO6, NPOBEPKM, TECTH W HCHBITAHMS,
BHIIBAHHBIE OTKNOHEHWAMH B IPOLECCE NMPOM3BOACTBA HIM ILIAHMPYEMBIMK
M3MEHEHHAMHU);
-ROKyMEHTAlls NPOM3BOACTBEHHOIO Mpolecca M NPOBEPKH Kayectsa Gnima
COCTaBNieHa ¥ [IOATBEPACIEHA YIIOJHOMOYEHHLIM TIEPCOHANOM;
~BCE AY/MTHI NIPOBOLMNHCE B COOTBETCTBHH C TPeOOBAHUAMH, ONpPENeNeHHBIMU
B CHCTEME KAYeCTBa,
-BCE paccMaTpuBaeMele (JAaKTOPBI, HMEIOUIME OTHOWIEHME K KayecTBy
MPOAYKIMH, N0 MHEHHIO KBAIHGHUIMPOBAHHOTO CMELHANHACTA, GhTA IPHHATHI
15 ;Iah;;el;nﬁﬁ::oc::lﬂﬁtmpmn Hp. Knayc Munnensbepr / YnoinomodeHHOE UL
16 [Toamuchk muua, paspewaniero T —
BRUTYCK IAPTHH
17 | Bata nognucanus 09 nexabps 2019 roga
- | [laTa BEITycKa 09.12.2019

Hoxyment cocraenen: Hrepaen / 09.12.2019 J1. Bpammaxn

CoC penaxuus 005
IlIabnou B cooTReTCTRHH € AoKyMetTOM 01012621 VA Crpanmua: 2 13 2



STADA

©01-H®-COM 111-08-08200-001_01

Aeknapauusi OTBETCTBEHHOrO NKLA O COOTBETCTBUM NpoAyKumu
Ne KN-17 / 05.02.2020

- HaumeHoBaHWe  NieKapCTBeHHOTo 3pMuTans, kancynsl 10000 EA 20 w., hnakoHsl (1), nayku
| CPEACTBa, [AO03MPOBKA, (DacoBKa, | KapTOHHbIE
chopma BbINyCKa

' Homep perucTpauroHHoro | JICP-002032/08 ot 21.03.2008
[OCTOBEpEeHUs (naTa nepeodopmneHus 29.03.2016)

Bnageney PY Hopauke ®apma deptpub rvéX, lepmanHug
: Nordix Pharma Vertrieb GmbH;
i Pinnauallee, 4, 25436, Uetersen, Germany
- Homep cepum 354101

MapTtua (xonuuecTeo yrakosok) 98 799 yn.
| Cpok roaHocTH 30.06.2022
Mpoussogutens Hopamapk ApuHaiiMuTrens MMEX 1 Ko. KI, FrepmManus /

Nordmark Arzneimittel GmbH & Co. KG;
Pinnaualiee, 4, 25436, Uetersen, Germany
Beinyckarowmii KOHTponb Hopauke ®apma depTpué MMEX, FepMams /
Nordix Pharma Vertrieb GmbH;

Pinnauallee, 4, 25436, Uetersen, Germany

OroBOp/KOHTpaKT ) N2 11 Stada AG - Nizhpharm 1SC («Konrpax'rxg) o7 01.12.2019 r.
WHBoOWC 98473003 ot 29.01.2020
Wmrioptep AO «Huxdapm»
(AO «Hwxeropoackuit XyMiKo-hapMaLeBTUUECKUi 3aBoa»)
Anpec umnoprepa, Ten, akc Poceus, 603950, r. HukHuiA Hosropog, yn. Canrawckas, a. 7,
8 (831) 278-80-88/430-72-13
CooTeeTcTByeT TpeboBaHMAM 3 y G
NO HZl, uamenenui) NCP-002032/08-210308, uam. NO1-5
Ceptudmkat/nacnopt
RDOV3BOAMTENS 19002923 ot 09.12.2019
Ceptudmkar
cooTBeTCTBMS/feknapauma Y1 6/H ot 09.12.2019
exnapauna AeNCTBUTENbHA A0 30.06.2022

A, TamawoHoBa WpuHa BuktoposHa, Begywmit MEHEKEeP MO KOHTPONK 338  KOHTPAKTHOIA
W NpuUBMneYeHHon Npoaykumei, AosepeHHocTb Ne 1228-Hd oT 29.11.201 9

(Gamunus, wma, OTUECTBO, AOMKHOCTL OTRETCTBEHHOMD NMUa VMNOPTEPA NEKAPCTBEHHBIX CPeacTE)

HaCTOALMM NOATBEPHAAI0, UTO BbilUEyKasaHHaR CepUs NPOAyKUMM Bbina npoussBeneHa, ynakosaHa W
MIPOKOHTPONMPOBAHA B COOTBETCTBUN C PETUCTPALMONHBIM AOCHE NEKAPCTBEHHOrO cpeacTsa, u

TpeGoBaHusMn Hagnexaluei NPOV3BOACTBEHHOW NPaKTWUKKY, Y4TO NOATBEPKAASTER,, Y NONHOMOYEHHBIM
NNUOM NPOU3BOANTENS U pesynbTaTaMu MCCNeAoBaHMI rOTORON NPOAYKLMYs™
. Beayumin ey %0 % KOHTPONIO
o Q
tg‘aﬁ/' l'amalonosa MpuHa Buktoposka _ 33 KOHTPaKTHg g

(Noanwcs) (®.1N.0) -g YoM OTRET,

AaTa yfﬂf(_ MM | I i
Q. 70, Mgy T N g0
W, 75, T HoaropO", o 4

AC «Huxcpapmn Ten. +7(831) 2788088 Mockosckoe npeactasuTe, 261 Bo dyprri® oo

yn. CanraHckas, 8.7, Bokc Ned59, thake +7 (831) 430 72 13 AO «Huwdapm» OB +7 (495) 797 31

r. Hwxnui Hosropoa, Poccus, med@stada.ru yn. bonswas Qpaeikka, 4. 44, cTp. 4, 11

603950 www.stada.ru r. Mockea, Pocewn, 119017 moscow@stada.ru

www.stada.ru
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