CanwTac ®apma MmoX
OTro-BOH-Tyepuxk-Annee 1

39179 bapneben/ M'epmanus

Tnd: +49(0)39203 710
dakc: +49(0)39203 71 7770

CAJIIOTAC

CEPTUO®UKAT COOTBETCTBUA

syuzeva
Ekaterina

Kon [Ipoaykra:
Toprosoe
HaumeHoBaHHE!
Crpana Hmnoprep:

HopmaTuBHBbIii
JoxkyMeHT:
JlekapeTBeHHAH
dopma:
Jo3upoBKa:

CepusNe:
BuyTpenunss
CepuaNe;
Boinyuwentoe
KoauyecTBo:
VYeaosusa XpaHeHns:
YeaoBusi XpaH. npH
HenoJb30BAHHH!

44055889 ACC (ALIL) 20MG/ML 100ML BO RU
ALL®
JIT-002668

Poccuiickas Meaepaums  PerueTpannonnoe

yaoctoBepenne Ne:

JII1-002668-211014,
usmeHeHue 1 -4

Cupon Tun ynakoBKH: ®nakon (Crexno/T1IT)
20 MT/MIT O06beM YIAKOBKH: 100mn(1pnaxon B
}'ﬂaKOBKE) C J103Irlp}"POU.lHM
VCTPOHCTBOM
JY7132 JlaTa npoH3BOACTBA: 02.2020
IXTL32
CpoK roiHOCTH: 02.2022
37.674 eauHuL

[pu TemnepaType He BbllUE 25°C
D1aKOH 10oce BCKPBITHA XPaHHTh He Dosiee 10 nHeit MpH TemnepaType He
puite 25°C

Lag
Cé, 3y Py s
X Py il

nos

=l

Mpoussoaureas baakx:
[MepBuunan YnaKosKa:

Bropnunas Y naKoBra:

Boinyck Cepuu:
-

DK‘THBHRH ®apm.Cybcranuns:

KonTposas roTosofi npoayKuni:

DE_BY 04 MIA_2019_0032
DE_BY 04_GMP_2019_0047
DE_ST_01_MIA_2020_0009
DE_ST_01_GMP_2020_0019
DE_ST_01_MIA_2020_0009
DE_ST_01_GMP_2020_0019
DE_ST_01_MIA_2020_0009
DE_ST_01_GMP_2020_0019
DE_ST_01_MIA_2020_0009
DE_ST_01_GMP_2020_0019
DE_ST_01_MIA_2019_0008
DE ST 01_GMP_2019 0035

Aunctnaunerent. Gapmallen IvoX, Raubling,DE
apma Beprurepoae [yMoX. Wernigerode, DE
dapaa Bepuurepoae I'moX. Wernigerode, DE
dapsa Bepurepone [ MOX, Wernigerode, DE
apma Bepuurepoie I'woX. Wernigerode, DE

Camorac ®apma I'moX. Barleben, DE

KomMeHTapHH K cepTudukaTy:
HacTosIMM MOATBEPKIAI0. UTO NIPUBEIEHHAA BLILIE uH(OPMALIHA ABIACTCA 10CTOREPHOH 1 Tounoit. [laprus HTOH NPoaYKIUHH

Oblna Npou3BeleHd. BKJIHOYASA }'HEIKOBK}'Q"llapKHPOBI\'_\’ W KOHTPO

HOAHOM cOOTBETCTBIN ¢ TpedoBanuamn GMP. mecTHOTO PEryIMPYHOLIETD Oprata H TpeGonanusay PerucTpaltnoHHoro
Y 10CTOBEPEHHS CTPAHBI MMIOPTEPA MK HOPMATHBHOH JOKYMECHTALIMH 1713 WL

Cepust oOpadoTana. YNakoBaHa u NpOAHATH3HPOBAHA B COOTBETCTBUH C GMP.Cepus IpoaHaIu3HpOBaHA. YITAKOBAHA H
[POMapKMPOBAHA B COOTBETCTBUN C BbILIC yrioMsiyTeiM HOpMATHBHBIM JlokymenTos s Poceuiickoit denepalii.

JIb KaUuecTBd, HA BBILIEY MOMAHYTHIX [1011a1Kax NMporu3BoaCTBa B

KommeHTapHn:

MUmsa 1 A0JKHOCTE JIHLA OTBETCTBEHHOI 0 34 BbINNYCK CEpHH

Nara: 15.05.2020

Jp. AnbGept Xecce
VIOJHOMOYEHHOE JTHI0
[Moanuce:
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Caniotac ®apma Mm6X
OTTo-B0H-Tyepuk-Annee 1
39179 Bapneben/ [epmaxuAa
Tndp: +49(0)39203 71 0
dakc: +49(0)39203 71 7770

CAJIIOTAC

CEPTUO®UKAT AHAJIM3A

GOAPMA
I'moX

OpranonenTHiecknil

[ToaauHHOCTB:
Auerunumerend (BIAX)

MeTHmaparuipokcHOeH30aT H HaTpus
fenzoat (BIHX)

pH pacTeopa:
(I'd XII . uacth 1, crp.85 uam Erp.®.
2.2:3)

OTHOCHTEIbHARA MJIOTHOCTh!
(Cp XII, uacts 1. cTp 38.meT01 1 nau
Esp.® 2.2.5)

PoacTBeHHbIe COeAUHEHHA!
(B2XKX)

L-LIHCTHH

L-LHCTEHH

N,N-auauerTun-L-unMcTHH
N,S-auauerni-L-uncTenH
EAMHAUHAS HEHAEHTHPHUMPOBAHHAS
npHMech

Cymnia npuvecei

OfbeM COaepAHMOro YNAKOBKH:
(CpasumeTprueckuii (MeTo1 KOMIaHHH))

KoauuecTBeHHOE onpeaeieHue:
Aueruaumctent (BDWKX)

pactBop € BMILIHEBBLIM 3aMaxoM

Bpemst yiepKaHus MHKa alCTHILNCTEHHA
112 XPOMATOrPAMME HCTBITYEMOTO PacTBopa
J0IAHO COOTBETCTBOBATE BPEMEHH
yIEPAAHHA MKKA AleTHLMCTENHA Hi
XPOMATOTPaMMe CTAHIAPTHOTO PacTROPA

BpeseHa yacpaaHus [MKOB
MeTHUnruapokcnben3oaTa v HaTpus
HenszoaTa J0JKHBI COOTBETCTBOBATE
BpEMEHaM Y/IEP/KaH! COOTBETCTBYIOULIN
MMKOB HA XPOMATOIPAMME CTaHIapTHOTO
pacTBopd

Ot 6.0 10 6.7

Ot 1.010 10 1.015

He Gonee 0.5 %
He Gonee 1.0 %
He Gonee 6.5 %
He Gonee 0.5 %
He Goaee 0.2 %

He Gonee 7.0 %

Munanmynm 99.60 Ma(OKBHBAICHTHO OT
100.5 I OT MACChl CONEPKHMOTO (hi1akoHa)

Ot 92.0 10 105.0% (18,4 = 21.0 mr/ma)

[ Koa Mpoaykra: 44055889 ACC (ALLLD) 20MG/ML BO RU
Toproeoe AR
HaumeHoBaHue:
HopmaTHBHBbI JI1-002668-211014, Tun yNnakoBKH: drakon(Crexno/TITT)
JIOKYMeHT: n3meHenue -4
Jlekapereennas Mopma: Cupon Q0beM YNaKOBKH: 100Ma(e L prakone). 1daakon B
ﬂﬁ:ﬂlpOBKﬂ: 20 [\,Er,”\\«[_ﬂ VIOAKOBKE € A03HPYIOULHM
VCTPOHCTBOM
CepusaNi: JY7132
MMokasarean Hopmbl PesyabTar
Onucanue: [Tpospatnbiii. GecuBeTHbI, CIerka paskuil | CooTBETCTBYCT

CooTBeTcTBYET

CoOTBETCTBYET

6.59

1.0129

Menee 0.10%
Menee 0.10%

0.35% CAHLO3"
Meree 0.10% Q
OtcyTeTBYeT " “LS
SANDOZ"
s
0.35% re.ﬁm;‘,r}ui':mma‘
101.0 mn

19,96 Mr/an
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Caniorac ®apma MmBX GAPMA
Otro-soH-Tyepuk-Annee 1 CA ' I IO I AC

39179 Bapneben/ Fepmanma I'm6X
Tndp: +49(0)39203 71 0

®dakc: +49(0)39203 71 7770

CEPTU®UKAT AHAJIU3A

[ Ko INpoaykra: 44055889 ACC (ALLLD 20MG/ML BO RU
Toprogoe AR
HaumeHoBaHHe:
HopmaTuBHbIi JIT-002668-211014, Tun yNakoBKH: dnaxon(Crexno/TIIT)
JIOKYMEHT: wimeHeHue -4
Jlekapcrsennas ®opma: Cupon OfbeM yNaKoBKH: 100Mn(B 1 nakone). 1 aakoH B
JlozupoBKa: 20 MI'/MUIT YNAKOBKE ¢ AO3HPYIOLIIM
_\'CTPOHCTBO:\I
CepunsaNe: JY7132
[ IMokalaTenn i Hopmbl l PesyabTaT
MeTuanaparuapokcudensoar 1 30mr/a0 £10%, (o1 1.170mr/Ma a0 1430 mr/an) 1.296 Mr/ma
(BOXKX) _ o
Harpus Gensoar (BYKX) 1 95mr/mn £10%. (o1 1.753Mr/M 10 2.145 Mr/mn) 1.95 1M/t

o1 0.80mr/Ma 10 1.10 Mr/mn ;
JInHaTpHs dIeTaT 1.OTMr/smn

(THTPHUMETPUUECKHIT)

Mukpodunosioruiueckas
uyHeroTa*:

(Fd XI11, uacts 1. crpl60 nin Kateropus 3A CoOTBETCTRYET
Esp.®.2.6.12:2.6.13)

. [To 100 M1 cipona Bo (pAAKOHE 03 TCMHOTO CTekAa (tun I no
Ynaxkosra: Ewp.h.). yKynopeHHble Gebivit KphIKasi ¢ YIAOTHHTENLHOT
MeMOpanoii. ¢ (PYHKLHET ALNTEL 0T BCKPBITHA JCTRMIL €
JALLITHEIM KOBLOM. Jlosipylotiie yerpoiicTsa: npo3pauHslii
MepHBil CTAKAHYHEK (KOINauoK). rpaaynpoBatHblil Ha 2.5.5 1 10
MJT, IPO3PAtHBL LWIPHLL A J03HPOBAHNA. rpagynpoBaHHblii Ha
2,54 SMI1 ¢ GenbIM NOPUIHEM M € KOMIBLOM-aanTepoM A4
3akpenienns Ha daakone. [o 1 (pnakoHy BMECTE €
AO3HPYIOLIIMH YCTPONCTBAMH 1 BMeECTE C MHCTPYKLHET 10
MPHMEHEHHIO B KAPTOHHOM nauke.

CooTBeTcTBYET

Ha nepsuunoil ynakoske (OTHKeTKe tpaarxona 100m1) Ha
PYCCKOM S13bIKE YRA3LIBAKOT:

Toprosoe HaMeHOBaHHE Npenapara ¢ npeaynpeaHTeNbHOM Coorsercryet(Ne:50057548)
MapkuposKa: MapKHPOBKOii B, MEKAYHAPOAHOE HEMNATEHTOBAHHOC
nansenosare(MHH). nexapersertyio hopmy. 00beM
npenapata Bo (MIAKOHE, KOHLEHTPALMIO. HAMMEHOBAHIE 1
coneprkaHiie AefiCTRYIOULEro BewecTsa B | M1 npenapara.
coseprkaHie MeTHAnapariapokcndensoara b | v npenapara,
HAATMWCH: «114 JeTeit» U «oOneryaeT OTXOMKJACHHE MOKPOTBI».
YCAOBUS XPAHEHHS, NPEIYNPEANTENbHbIC HATMUCH
(«BHHMAaTENBHO NPOUMTAIITe NPHAArAEMYH) HHCTPYKLMIO NEpei
npuUeMoM nipenapara.». «XpaHuTh B HEI0CTYITHOM LA aeted
mecte.», «[lpenapar conep:KHT HATPHIL», «bnakoH nocae
BCKPBITHA XpanuTh He Gonee 10 aneii npi remneparype He S
apie 25°C.»). cnocod peeaeHs « /178 npHeMa BHYTPb.». HOMED N ——;ﬁl
cepii. CPOK roAHOCTH(roAeH 10). HAHMEHOBAHKE. aapec i SANDOZ"
NOFOTHI AepAKkaTens PerncTpalioHHOT0 VAOCTOBEPEHIA. Han
HAMMEHOBAHIE W CTPAHY KOMIAHIH IPOW3IBOIMTENS, fepmupUEamoL
cxeMaTHUECKOe H300PAAKEHHE TEIKHX CO CTPENRAMIL
J0MYCTHMO YK@3aHHE BHYTPEHHErO KOTAa NPOHIR0INTETA.

"CAHIO3™N
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CanwoTac ®apma MmbX DAPMA
Otro-soH-Tyepuk-Annee | ‘ A I IOTA‘

39179 BapneGen/ lepmanuna : 'm6X
Tndp: +49(0)39203 71 0

dakc: +49(0)39203 71 7770

CEPTU®UKAT AHAJIU3A

Kona [MpoaykTa: 44055889 ACC (ALIL) 20MG/ML BO RU

Toprosoe ALLLR

HaumeHoBaHHE:

HopmaTusHblii JI11-002668-211014, Tun ynakoBrKH: ®nakon(Crexao/TITT)

JOKYMeEHT: wsMeHeHue -4

Jexapersennan Gopma: Cupon OibeM YIAKOBKH: 100ma(e 1 nakone). 1(hnakoH B

J103HpOBKA: 20 MIT/MUJI VNAKOBKE ¢ J03HPYIOWNM

VCTPOICTBOM

CepusnNe: JY7132 J

[okazaTenn Hopwmsl PevabTar

Ha sropuunoi ynaxom\‘e(wapmnunﬁ nauke)
YKA3LIBAKOT:

Toprosoe HauMeHOBAHHE NPENapata ¢ npeynpeanTenLHoi
MapKkHpoBKOiT ®, MEHKAYHAPOIHOE HEeNaTeHTOBAHHOC CootserctyeT(Ne:50057549)
nanveHopanie (MHH). nekapcTenHyio Gopmy. 00BeM
fpenapara Bo (pIAKOHE, KOHUEHTPALMIO. HANMEHOBARNE
cosepsKkaHe IeiiCTBYIOUIEr0 BEIECTBA B | M npenapata,
COJepRAHNE MeTHanaparnapokcnoersoara B 1 aa
npenapara. HAAMCH: «1A JeTeli» 1 «obaervaeTt
OTXOKAEHHE MOKPOThI». YENOBHS XPAHCHHA. YCIOBKA
otnycka «OTnyck 0e3 peuenTa.». npeaynpennTebHbIE
HAAMHCH NpeayNpeanTebHble HAANHCH («BHuMaTebHO
npouKTAiiTe NPHIArAEMYIO HHCTPYKIMIO EPEL MPHEMOM
npenapata.», « XpaHHTb B HEIOCTYTHOM A AeTed MecTe.»,
«[Ipenapar coAepsKHT HATPHIT», «nakoH nocne BCKpbITHA
xpannTh He 6oee 10 aHeil npi TeMncpatype HE BhlLIE
25°9C.»), criocod BBeaeHns «/lnA npuema BHYTPh.». HOMED
Cepitit. CPOK TOAHOCTH(TO1EH JI0), HAHMEHOBAHIE, Alpec "
NOTOTHI AEP7KATENS PETUCTPALNOHHOTO Y0CTOREPEHITA.
HaNMeHOBaHUE H CTPAHY KOMMAHMK NPOH3BOANTENA. HITPHN-
KOJL CXEMATHHECKOE H300pAKEHHE IETKHX CO CTPeikaMi H
rakoHa, J0NYCTHMO YKa3aHHE BHYTPEHHETO KOrAd
NPON3BOANTENA.

NC ANLE

SANDUZ

Han

cepmugu ry
q
& N

JameuaHu: *TecTHpoBaHHE NPOBOIAT 114 Kk 10# 500t CepHM NEKapCTBEHHOTO CPelIcTha 2
UncrpykuusaNe: 50068982 s,
AHATHTHUECKOE TECTHPOBANIE BbiTl0aHeno MPapma Bepuurepoae 'moX

Mockeh
JlaTa uensrranuii: 12.03.2020
Jlata einycka:  15.03.2020

WiMst 1 J0JKHOCTb 1HLA 0TBETCTBEHHOIO 32 BLITYCK cepint Op. Anbdept Xecce
Nata: 15.05.2020 YNOJHOMOYEHHOEe THUO
Moanuck:
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