Seregina
Irina

'SANDO

Ccebinka: 2903211541

A Novarlis
Division

Bobinyuwen:;

Caniorac dapma MweX

Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
lepmanns

Ten: +49 39205 420
NuueHsuna Ha NPOU3BOACTBO:
DE_ST_01_MIA_2019_0029

CEPTU®UKAT COOTBETCTBUSI

IMpoaykr
Jo3uposka

Vnakoska

Ob6bem ynakoBkn

Kon

Cepus Canpos

HaTa nponssoacrsa
Cpok rognoctn

Aapec npoussoauTens

Boinyckawmuii caiir:

TecTupywomuii caiir:

Crpana nmnoprep:
Poccuiickas eneparms

|

Toprosoe naumenoBanue

JlexapcerBennan dpopma

KETONAL (KETOHAJT) 30G CRM RU
KETOHAIT

5%

Kpem

Tv6a

I tybax 30r
499820
LC4085
13.01.2021

Tun semyceka: Boinyck na PBIHOK

Hata binycka: 29.03.2021
31.12.2025 Koumnuecrno: 25763 yri.
CAJIIOTAC ®APMA TMBEX i nuensus:DE_ST_01_MIA 2019 0029
Site Osterweddingen, Lange Gohren 3

39171 Suelzetal OT Osterweddingen Germany

CAJIIOTAC ®APMA I'MBX Jnuensus:DE_ST_01_MIA 2019 0029
Site Osterweddingen, Lange Gohren 3

39171 Suelzetal OT Osterweddingen

Germany

CAJIIOTAC ®APMA I'MBX

Site Osterweddingen, Lange Gohren 3

39171 Suelzetal OT Osterweddingen

Germany

Perucrpammonnoe yrocrosepenmue:
[INO013942/04

Apec npousBoauTe s

Cocras:
IIpoayxr KETONAL (KETOHAJI) CRM 5% DE21 EU V1 ]
Kona 42003351 bank npoaykr
O6muii o6nem 795,7 kr Cepusi: LB4420

CATIIOTAC ®APMA I'MBX  Jlnnensus: DE_ST_0I_MIA 2019 0029
Site Osterweddingen, Lange Gohren 3

39171 Suelzetal OT Osterweddin gen

['epmanus
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A Novartis Boinyuwen: CanwoTtac dapma MibX
SANDoz Division Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
[epmanus

Ten: +49 39205 420
NuueHans Ha npounasoaCTBO:
DE_ST_01_MIA_2019_0029

CEPTU®HUKAT COOTBETCTBMSI

Ccbinka: 2903211541

Ipoaykr KETONAL (KETOHAJI) 30G CRM RU

Toprosoe nHaumenosanne KETOHAJ]

Homep marepuana 499820 Cepust Canjros: LC4085
Cocras:

IMpoayxr KETOPROFEN (KETOIMPO®EH) N ZHJI PW C EU

Kon 40000765 Akt.@apm. cyGeranuus  Cepusi: B586082

AJIpec NPOH3BOAHTE/NS Kennanr Jacnykoy dapmackioTrkan

Waisha Road 99
Zhejiang Province
Jiaojiang District
318000 Taizhou City
Kuraii

Cepunsa nponssojgcrsa: 2014008200701
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A Novartis Boinywen: Canwrac ®apma FmbX
SANDO Division Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
repmanuns

Ten: +49 39205 420
TuueHans Ha nponssoacTso:
DE_ST_01_MIA_2019_0029

CEPTH®UKAT COOTBETCTBUSI

Cebinka: 2903211541

IMpoayxr KETONAL (KETOHAJI) 30G CRM RU

Toprosoe naumenosanne KETOHAJI

Homep maTepuana 499820 Cepua Canpgos: LC4085
3akmouenue:

Hacrosimnm noarsepiaaio. 9To Bee MPOHIBOACTBEHHBIC AL FT0j] HAPTHH TOTOBOMA NPOY KM OLUIH NpoBe1eHbl B TOAHOM
COOTBETCTBHM ¢ Tpedosanuamu GMP u tpeSopannsym GMP EC u (koria ne B EC) ¢ rpedosaumsnm pervastopHsix opraios
CTPAHBI/CTPAH HAZHAYEHHS,

[TposyKT YIIaKOBAH W TPOMAPKUPOBAH B COOTRETCTRUN ¢ HJLTTTNO1I3942/04-110516 nsn. 12

AJipec Npou3BoACcTBa AKTHBHOH Dapa.CyBeranimu: Keukuanr Mawnywoy Dapmacsiotikan Ko, Jli1,

JlexapctBennas dopma ykazaunas B CoA/CoC momkHa GbiTh HHTEPNPETHPOBAHA Kak: KPEeM [l HAPYKHOIO
MPHMEHEHNA.,

[leprrunas ynakoska: no 30 r nomemaior e ATOMUHHERYIO TyBY. 3anagunyio MemOpanoii 1a ropisiike Ty OBl VKYMOPEHHYIO
FABHHAMBAIOIIMMCA [1ACTMACCOBLIM KOMAYKOM, CHAGKEHHBIM KOHYCOOGPAZHBIM [IPHCIIOCOG 1eHIEM 115 NpoKo/a MemMOpaHkbl.
Bropuunas yrakoska: no | 1yGe Bmecre ¢ HHCTPYKUMCH 110 NPUMEHEHHMIO B HAUKY KAPTOHIYIO,

Mapruposka:

Ha nepsuunoii ynakoske (Tvie) Ha PYCCKOM fA3bIKE VKA3LIBAIOT:

Toprosoe HanveHOBaHUE NIPENAPATA C PEAYTIPEAHTELHOT MapKUPOBKOH K. MERIYHAPOAHOEC HEMATCHTOBAHHOE HAMMEHOBAHMC.
ACKAPCTBEHHY O (DOPMY, KOHUEHTPALHIO, KOAMUECTBO [CKAPCTREHHONO lpenapara B VIAKOBKE. HAHMEHOBAHUC M COICPAKAHHE
ACHCTBYIOWETO BElecTBAa B | I KpeMa. [lepeyueth BCHIOMOTATENLHBIN REILECTE. CHOCOS IIPUMCHCHHS, TIPEaY IPEAHTEILHBIC
Haunmen: «Banmateasho npounTaiite npuiaraemyio MHETPYKLHIO TIepeil mpUMenentem npenapatan., « XpaHuth B HEAOCTY THOM
A8 JeTeH MecTen ), HAAMUCH: « YMEHbIIaeT G0ab W BOCTATCHHE . «JleicTryeT 10 12 wacom». yeaonius XPaHCHHSA, HOMED CepHH,
CPOK FOAHOCTH (FOAEH 10). HAKMEHOBAHHE, IPEC. CTPAHY M JIOFOTHI ACPIKATENS PETUCTPALMOHHOID YAOCTOBEPEHHS. BHY TPEHHME
KO/bl KOMIAHHH-NPOU3ROIHTENS.

Ha sropuunoii ynakoske (KapTOHHOM Mavke) Ha Py CCKOM si3bIKE YKa3bIBalOT!

Toprosoe HaumeHOBaHKe NpeNapaTa ¢ NpeaynpeinTeI6HOl MapkHpOBKOH ®. ME#IVHAPOIHOC HEMATEHTOBAHHOE HAMMEHORAHMUE.
JCKAPCTREHHYIO (hOPMY. I03MPOBKY. KOIMYECTBO [ICKAPCTBCHHOTO Mpenapara B VIAKOBKC. HAUMEHOBAHME M COAEpAaHHe
ACHCTBYIOWETO BEWIECTBA B | T KpeMa. nepeueHbh BCHOMOTATelbHbIX BCILECTB, CMoco0 NPUMEHCHHMS. NIPEaYIIPEIUTENbHLIE
HAUHCH: «BHUMATEIILHO NPOUMTAITE NPHIATAEMYIO HHCTPY KLHIO MEepeL MPUMEHEHHEM npenapatay. « XPaHUTh B HEI0CTY THOM
As JeTel MeCTen), HAAMHCH: «YMEHbINAeT G0b M BOCHAJICHHIE . «[ledeteyer 10 12 wacow». venosus NPAHEHUA, VCI0BHA
OTHNCKA. HOMEP CEPUU. CPOK FOMIOCTH (FoJAeH 10). AaTy NpOM3BOACTEA. HOMEP PErHUCTPALMOHHOID VIAOCTOBEPCHMSA. IUTPHX-KO,1.
CXEMY BCKPBITHS Ty Obl. HAMMCHOBAHME, AAPEC. CTPAHY H I0rOTHI ACPAATENH PETHCTPALHOHHOTO VIOCTOBEPEHMS, HAMMCHOBAHIE
M CTPANY KOMOAHUH-TIPOMIBOIMTEA. BHYTPEHHHE KOIbI KOMITAHMH-TIPOH3BOLHTC A,

JlononHnTeNbHO  MOWKET GbITh  HaHeceHa MHQOPMALIMS LIS MOHHTOPHHTA  1BHACH M JICKAPCTBEHHBIN  NPENapaTos ot
NPOHIBOJMTENA 10 KOHEYHOrO NOTPedHTENs.

Xpaneuue: [Mpu Temneparype He Bhime 25°C

Kommenrapuu:

B nipouecce nponsoacTsa npoayvkta He Gbiio 3A(HKCHPOBAHO KAKKX-THGO OTKIOHEHH]. KOTOPBIC MOFIH OBl BAMATL Ha BLIIYCK
POYKT,
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SANDOZ '

Ccbinka: 000000338588

Buinyuwex: Cantotac Gapma MmMoX

Site Osterweddingen Lange Goehren 3,

39171 Suelzetal OT Osterwedding,
Fepmanun

Ten:

+49 39205 420

NnyeHann Ha NPOM3BOACTBO:
DE_ST_01_MIA_2018_0029

CEPTU®HUKAT AHAJIM3A

Haumenopanne: KETONAL (KETOHAJI) 30G CRM RU

Toprosoe naumenosanne: KETOHAJI

Homep maTepuana: 499820
Matepuan baax 1: 42003351

Cepust Canaos: LC4085
Cepust baax 1: LB4420

Homep konTpoasHoii naptun: 000408287952

JlaTa npoussoactea: 13.01.2021

lNogen no: 31.12.2025

Hanewaranuas AaTa HeTedeHHs cpoka roauocrn 1: 12 2025

Uenbiranuns Texnuueckne yc10BHA PesyibTatsl
Cpennss macca HanonseHus USP He menee 30.0 r 308

(USP)

OnucaHue: benblit HIn MouTH Oenwlit | CooTeeTCTBYET
{opraHonenTHYECKHil) rOMOTEHHBII Kpem

pH 3.0-50 3.9
(n1oTEHUMOMETPHYECKHIT)

Pasmep yactui <60 MKM > 98 % uactuul 100 %

(Epp.d. 2.9.37)

Moanuunocts Ketonpoden
(B2XKX)

,HD.?I}KHO COOTBETCTBOBATH

CooTBeTCTBYET

[ToannuHocTs MeTHnnaparuapokcudeHsoar
(B2AKX)

JI0/KHO COOTBETCTBOBATE

CootBercTByeT

ToanuuHocTs [Tponunnaparnapokcnoensoar
(B2IKX)

ﬂ,()ﬂ}KHO COOTBETCTBOBATH

CooTseTcTBYET

KonuuecTBeHHOE OMpe/eeHHe:
Ketonpoden
(B2XKX)

45,0 - 55,0 mr/t

50.0 mr/r

KonnuecTBeHHOE onpeie/ieHue:
MertunnaparuapokcHoeH3oat

(B2XKX)

1,80 - 2,20 mr/r

1.97 mr/r

KonuuectBeHHOE OMpee/ieHHe:
[ponunnaparnapokcudeH3oat
(BOAKX)

0.45 - 0,55 mr/r

0.49 mr/t

[Mpunmecs:2-(3-kapbokcupeHun) NponHoHOBas
kucaoTa (BOXKX)

He 6omnee 0.5 %

<0,1%

By, . > 4
- " - e e N A
Crp | u3 3. B 1aHHOM JIOKYMEHTE MMOCTABISHA 3IeKTPOHHAA NMOANKCH B CQQTEQTQTB;ULQJ’CTaHﬂapToM Cannos




A Novartis Boeinywen: Cantotac ®apma MTMBX
SANDO Division Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
Fepmanua
Tel: +49 39205 420

NMueH3nsa Ha NPOM3BOACTBO:

Cceinka: 000000338588 DE S+ 01 MIA 2018, 6028
CEPTUOUKAT AHAJIU3A
ITpoaykr KETONAL (KETOHAJI) 30G CRM RU
Homep maTepuana 499820 Cepus Canaos: LC4085
HenbiTannn Texuunueckne yc1oBna PesyabraThl
[Npumecs:3-aueTHn0eH30()eHOH He Gonee 0.5 % <0,1%
(B2XKX)
[Tpumecs: Ennnnunas He Gonee 0,5 % 0,1%
HeuaeHTU(ULIHPOBAHHAS TTPUMECH
(B2KX)
[pumech:Cymma He Gonee 1.5 % 0,1%
HeU1eHTH(PULIMPOBAHHBIX MPHMeEcei
(BDXKX)
Yneno aspobHbix GakTepHii He Gonee 107 KOE/r < 10 KOE/r
(EBp. @.2.6.12)
JIpO2kKH W NIIECHEBBIE FPHOB He 6osnee 10' KOE/T < 10 KOE/r
(Esp. ©.2.6.12)
Pseudomonas aeruginosa OtcyTeTByeT/T OTcyTCTBYET/T
(Esp. @.2.6.13)
Staphylococcus aureus OreyTeTBYeT/T OTcyTeTByeT/T
(Epp. @, 2.6.13)
MukpoGuonornyeckas YucToTa: JlonKHO COOTBETCTBOBATH CooteetcTByeT
(Esp. ©.5.1.4)
HMcnbiTanue ynakoBKH: MapkHpOoBKa M YIaKoBKa CooTeeTcTBYET
cootBercTBytoT HJl onupance Ha
HCNONb3yeMble YTBEPKIEHHDIE
MaKeTh! BhanebLa
PErMCTPALIMOHHOTO YI0CTOBEPEH s

[Moareepiaenune:

Cepus COOTBETCTBYET TECTOBOI MOHOrpaduu. Hactosimm noATBep a0, UTo npHEEIeHHAA Bblle HH(OPMALIIA
SBAAETCA JOCTOBEPHOI H TOUHOMH H NpoaHaiu3upoBaHa B coorserctBir ¢ GMP.

1 Cannos




A Novarti Boinywen: Cantotac ®apma rmeX
SANDO Divigiodn ° Site Osterweddingen Lange Goehren 3,
39171 Suelzetal OT Osterwedding,
Mepmanusa

Ten: +49 39205 420
N1ueH3uA Ha NPOM3BOACTBO!

|
{ Cchinka: 000000338588 DE ST 01 MIA_2019_0029
CEPTUO®UKAT AHAJIM3A
[Mpoaykr KETONAL (KETOHAJT) 30G CRM RU
Homep maTepuaia 499820 Cepus Canpos: LC4085
[MoaTeepaaeno QC Mayauna Tyaa-Bunkaep, dKenepT no npoueccam (LQK nach AMWHY)
Monrsepxaero QC Jdata/Bpems 25.03.2021 14:39:51
Boinyck cepuu Kcaba To3, menemkep aadopatopun DEOS/QC & QP
Buinyck cepun / lata ceprudurara / Bpems 20.03.2021 13:41:23
Nara cosnanns ceprudurara / Bpems 29.03.2021 13:41:35

T

Beteteiteg crannapron Canaos

Ctp 3 n3 3. B 1aHHOM JIOKYMEHTE MOCTaB/IEHA JICKTPOHHAA MOAMHCH BAO




