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«PapmaneBTHYECKHIH 3aBoJ OI'c»

Ceprudukar kagecTsa Ne 2005K/2025./ MJR

HaumMeHoBaHHMe npenaparta:

Cepun Ne: AS54A1224
Homep ananmsa: KGY/2025/5455
JaTta ananusa: 18.08.2025

HejicTByIOLIEE BEWIECTBO:
ITpou3BoauTE/Ib AeHCTBYIOIIErO BEleCTBA:

IHoxkazamenu Kauecmea HOJIE'!@HHME

PE3YALIAMDBL:
Onucanue: CooTts. Tpeb.
Haentndukauns: Coors. Tpeb.
(Y®-cnexktpodoToMeTpHs)
Hnentudukauusa: CooTs. Tpeb.
(TCX)
OaHOPOAHOCTE MACCHE: 2198 mr
Coots. Tpeb.
Copepxanue poast (K. dumep): 1,59 %
Pacreopenne (BOXX):
- yepes 2 yaca: 13-20%
Xs=18%
- yepes 8 yacos: 61-67%
X 6=65%
- yepes 24 yaca: 92-96%
Y 6= 94 %
Ipumecu (BIXKX):
- mo60oii e IMHHYHBI TPOAYKT Pa3JIOKEHH: 0,04 %
- CyMMa MpOAYKTOB Pa3ioKeHHS: 0,04 %
OcTaTouHbIe OPTAHHYECKHE PACTBOPHTE N
(CX):
- 3TAHOI: MPONyIIEH
MuKpPOGHOTOrHYECKAR YHCTOTA : Coots. TpeO
- oflee YHEIo adpoOHBIX MHKPOOPraHu3MoB:  Menee 10/t
- 001Ee YHCIIO APOFOKEBBIX U TIECHEBBIX
rpHOOB: menee 10/r
- Escherichia coli: HE BBIABIIEHO
QaHopoAHOCTH eAHHHI Z03HPOBAHHA: AVyp=24
(PacueTHO-MaccoBeiii croco)
KonmuecTBeHHOE ONMpeae/ieHHE: 101,2 %

(Y®-cnexTpodoToMeTpHs) 85,88 mr/iarnc.

75,92 mr/kanc.

¥Ynakoska: Ilo 14 xancyn B
Omucrepe u3
MBX"IBIX/an.dons
ra. 2 Gnucrepa no 14
Kancysl BMECTE ¢©
JIHCTKOM-
BKJIAJIBIIICM B
KapTOHHOH Nauke.
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Besakeun® KancyJibl NpoJIOHIHPOBAHHOIO AelicTBas 75 Mr 2x14

12.2024.
30.11.2029.

JaTta npouspoacTsa:
T'open go:

BennadakcuHa rHAPOXJOpPHA
Alembic Pharmaceuticals Limited, Muaus

Hopmbt:

Trepasle KeNATHHOBBIC Kancyisl pasmepa «2», C OECUBETHBIM,
MPO3PauHBEIM KOPIYCOM H KpBIMIEUKOH OparieBO-KOPHYHEBOTO 1BETA,
COIEpIKALIME CMECH NeJLIET BeIOro H KeToro HBeTa, 5e3 wiu noutH 6e3
3anaxa.

Y@-crnekTpsl MOTJIOMEHH HCTIBITYEMOTO H CTaHJIApTHOIO PacTBOpoB B
o6nactu ot 200 xo 400 HM NODKHEI MMEThH MAKCHMYMBI H MHHHMYMBI
TPH OJIHKX M TEX e JUTHHAX BOJH

TIaTHO HA XPOMATOrpamMme MCIBITYEMOro pacTBOpa Mo pasMepy, UBETY,
HHTEHCHBHOCTH M BeJuuKHe Rf JOJBKHO COOTBETCTBOBATH MATHY HA
XpoMaToTpaMMe pacTBopa CTaHJapTHoro ofpasua BennadakcuHa
THAPOXTOpHIA

219,08 Mr + 10 % (ot 197,17 no 240,98 mr)

OrknoHeHHe OT cpefiHeit Macchl:

g 18/20 kancyn — cpeanss macca £ 10%,

s 2/20 karcyn — cpeanas Macca £ 20%

He Gonee 4,00%
Jlns cranuu ucteranuii Ly Ly, LsB cpemy pacTBopeHus JOJDKHO NMEpPedTH :
L L, Ly
6/6 kanic. | 12/12 kanc. | cpemw. 3u. | 22724 2/24 CPenH.

Karic. Karc. 3H.

H.6.30% | n. 6.40% H.6.30% |u. 6 40% |u 6. 50% | 1. 6.30%

55-80% [45-90% 55-80% | 45-90% | m. M. 55—-80%

35%

M. 85% |H .M T5% H.M. 85% | H. M. H. M. H. M.

75% 65% 85%

OT HOMHHAJILHOI0 KOJIHYECTBa I[EF!C‘FB}‘[OLLICI‘D BEIIECCTBA.

He 6onee 0,1%
He 6onee 0,5%

He Bonee 0,10 %

Kareropus 3A
He Gonee 10° KOEB 1 1

e 6onee 102 KOEB 1

OTCYTCTBHE B | T

AV <150 (n=10), ecru ycIoBUe HE BHITIONHACTCA, TO

AV <15,0 (n=30), u ans 30/30 kancyn KOJTHYECTBEHHOE COAEPKAHHE
JelCTBYIOIEro BENIECTBA JOMIHO HAXOAHTHCS B MHTEPBAES

0,75%M —1,25xM

95,0-105,0 %

84,84 Mr+5 %

(ot 80,60 0 89,08 Mr) BeHnagakcHHa rHAPOXIOPHIA/KANICYTIA, HITH
75,00 + 5 % (o1 71,25 o 78,75 mr) BeHnadaxkcHHa/ Kancyna

Io 10 umm 14 kancyn B Gnucrep w3 [IBX/AIB/IX/amomunuesas (osra.
2 6nuctepa no 14 kancyn win 3 Gnuctepa no 10 kancyn BMecTte ¢
JIMCTKOM- BKJIA/IBILLIEM B KAPTOHHYIO Ma4Ky.
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3aBoj rUC»

MapkupoBka:

XpaHenue
Cpok rogHocTH

Ha Onmcrepe (nepBuuHas YOakoBKA) HA PYCCKOM  S3LIKE

Ha Onucrepe (nepBUuHAs YIAKOBKA) HA PYCCKOM S3bIKE

Ka3aHO:  TOPrOBOE  HAWMEHOBAHHE  JIEKAPCTBEHHOTO
npenapata ¢ NpeAyNpeAMTenbHON  MapkupoBkoll @,
MEMUIYHapOJHOE HEMATEHTOBAHHOE HAMMCHOBAHHE (HA
PYCCKOM M AHIJIMHCKOM A3bIKAX), JeKapcTBeHHas (opMa,
JI03MpOBKA, KPAaTKOC HAHMCHOBAHHE M JIOTOTHUI JEpiKaTens
PErHCTPAUMOHHOTO YaocToBepennsa (« D' HCr), Homep cepun
(Ne cepun), cpok rogsoctu (['oaen j10:).

Ha xapToHHOl Nnayke HA PYCCKOM A3bIKE YKa3aHO: TOProBOe
HaHMEHOBAHHE NEKaPCTBEHHOTO npenapara c
NpeIynpeMTENbHOH  MapKMpPoOBKOH ®,  MEXIyHapOAHOE
HEMATEHTOBAHHOE HAMMEHOBAHHE (HA PYCCKOM M aHIIHHACKOM
A3bIKAX), JO3UPOBKA (Mr), KOJHYECTBO KAlCy] B YNAKOBKE,
nekapcTBeHHas opma, HaMMEHOBAHME M COoAepiKaHHe (Mr)
JIEHCTBYIOLIETO BEILECTRA (BeHNadakcHHa THAPOXJIOPHIA H B
nepecuete Ha BeHnadakcuH) B 1 Kancyne, mnepeveHn
BCMOMOTATENBHEIX BEIIECTB, CHOCO0 npuMeHeHua («[lns
NpHEMa BHYTPb.»), YCIOBHA OTIYCKA, YCJIOBHA XDAHCHHS,
NpeaynpeuTeIbHble HAANHCH («XPaHHTh B HENOCTYITHOM
ans pered mecre!», «Cnocob NpHUMEHEHHS: CM.JIHCTOK-
BRIAJBILL»), norotn  (Ha  AHINIMACKOM  A3BIKE),
HaHMMCHOBAaHHE H COKPALICHHBIH ajpec (cTpaHa) aepxarens
PETHCTPAUMOHHOTO  YAOCTOBEPEHHMs, [NTPHX-KOJ, HOMep
PETHCTPAMOHHOIO  YIOCTOBEPEHHA, PHCYHOK  KarcyJibl,

IMKTOrpaMMbl ¢ HaanueaMu: «Bo Bpema enpm», « EKeaHeBHO
B OJHO H TO * Bpems» «COrlacHO HasHa4YEHUIO Bpaya»,
«YnoTpeGneHua ankorona cnemyer uzderars!», «Tonbko ans
B3POCIIBIX», 3aBOJCKHE TEXHHUCCKHE 3HAKH, HOMED cepuH (Ne
cepuu:) (1aTa NpOM3BOJICTBA BKIIKOYEHA B HOMEP CEPHH), AaTa
HeTeueHHs cpoka rogHoctH  (Tomen  fmo:), cpeactso
HACHTHOHKALMH 2 D KOA), ro0AIBHBIA
HIEHTH)HUKAUMOHHBIH HOMep ToproBoi eaunuusl (GTIN:),
HHJIMBHIYANBHBIH CEpUHHBIA HOMEpP TOProBOH €AMHHLGI
(SN:).

JIOMONHUTENEHO HA KAPTOHHOH IMAYKE YKA3aHO: TOPrOBOE
HAHMEHOBAHHME TMIpenapara M JO3HPOBKa (Mr) MmMpHPTOM
Bpaiina.

Coorts. Tped.

5 ner

YKa3bIBAKOT! TOproBsoc HaUMEHOBaHHE JIEKApCTBEHHOTO
npenapata ¢ OpeAyNpeNMTe/bHOH  MapkHpoBKoH ®,
MCHIY HApOAHOE HENAaTeHTOBAHHOE HauMCHOBAaHHE (Ha

PYCCKOM M aAHITIMIACKOM A3BIKAX), JIEKapCTBEHHYIO dopMmy,
HO3HPOBKY, KPaTKOE€ HAaMMEHOBAHHWE H NOTOTHN JEpoKaTelis
pericIpauronsoro yiocropepeHus («3IHC»), HoMep cepun
(Ne cepun), cpok roanocts (Cogen mo:).

Ha kapToHHO# Na4Kke Ha PYCCKOM A3bIKE YKA3bIBAKOT: TOPrOBOE
HAMMEHOBAHHE NIEKapCTBEHHOTO npenapara c
MpeAynpeauTeNnbHO  MapkupoBkoH ®, MeKIyHapoJaHOe
HEMATEHTOBAHHOE HAHMEHOBAHHE (HA PYCCKOM H aHTMACKOM
A3BIKAX), JI03HPOBKY (M), KOJHMHYECTBO KalCyl B YIAKOBKE,
JIEKApCTBEHHYIO (QOpMY, HAUMEHOBAHHE H colepianue (Mr)
JEHCTBYIOLIEro BEIECTRa (BeHNadakcHHa THIPOXIOPUIA H B
nepecuere Ha BeHnadakcuH) B 1 Kancysie, nepeveHb
BCIIOMOTATENbLHLIX BEWECTB, crnocod npumeHeHua («/lns
NpHEMA BHYTPL.»), YCJIOBHA OTIYCKA, YCIOBMS XpaHEHMA,
NpenynperTeIbHbIE HaaNHCH («XPaHUTh B HEJOCTYIHOM I
Jered Mecte!», «Crnocod NpUMEHEHHs ; CM.JIMCTOK-BKIIAABILLE » ),
JOrOTHN  (HA AHTIMACKOM  A3bIKE), HAHMEHOBAHHE M
COKpalEeHHBIH aapec (CTpaHy) AepiKarens perdcTpaLHOHHOrO
YIOCTOBEPEHHSA, IUTPHX-KOJ, HOMEP PErHCTPALMOHHOTO
YIOCTOBEPEHHS, PHCYHOK  KamnCyibl, IHKTOTPaMMBI C
HagnmHcaMH: «Bo Bpems ens», «ExemHeBHO B 0/HO M TO X
Bpemsa» «CoOrnacHo Ha3HAUYEeHHIO Bpauya», «YnorpeGneHus
ankorons ciaeayetr usberars!», «Tonpko Ui B3pOCHBIXY,
3aBOJICKHME TEXHHYECKHE 3HAKH, HOMEp cepHH (Ne cepun:) (nara
APOM3BOJCTBA BKJIOYEHA B HOMED CEDHH), JATY HMCTEUCHHS
cpoka rogHocTd (l'ogen a0:), cpeacteo uaeHTHGuKanuu (2 D
KOJ), r00anbHeili MACHTH(OHKALMOHHBIH HOMED TOProBOM
eminuuel  (GTIN:), MHAMBHAYanbHbIA cepHHHBIA  HOMEp
TOProBo# eanHuLe! (SN:).

JlonoMHHTENBHO HA KAPTOHHOM IMa4Ke YKa3biBAKOT TOPrOBOE
HaHMEHOBAaHUE mNpenapata W JO3WPOBKY (Mr) wwpHpTOM
Bpaiina.

IIpu Temnepatype He Bbine 30 °C
5 ner

1 Hepezynsproe ucneimanie, 660 nsemcs Oas 00HOR Cepuu exce200H0, ROSMOMY OGHHUIIE ROKAZAMENL MONCEM Bolmb Ne GIIONEH 8 CEPMUGUKAm Kawecmea.
Dupma zapanmupyem ka4ecmeo no OaHHOMY NOKA3AMENTO.
2 Hepezynsproe ucneimanue, 6uin0iHaemcs Ol nepeoii cepun exce20010, danee ons kaxcooit 10-1 ceput, RO3momy Oannviii ROKAZAMENs MONCEMm Gblmb He

BINIOYEH 6 Cepmudguiam kadecmsa. PupmMa 2apanmupyem Kavecmeo no OaHHoMy NOKA3AMENO.

IIponmssopurens: 3A0 «®apmauesruyecknii 3ason II'UC», Benrpua / Egis Pharmaceuticals PLC», Hungary, 9900 Kepmens, y1.
Martsm  kupaii,65, Beurpus/ 9900 Kormend, Matyas kiraly ut 65, Hungary (Ne aupewsun: HU-M-EGIS, ceprudmkar
cooTBeTcTBHA Ne GMP/EAEU/BY/N0197-2022)
DacopmHK, ynakoswHk: 3A0 «PapmauesTayeckuii 3asoa SI'HC», Benrpus / Egis Pharmaceuticals PLC», Hungary, 9900

Kepmenn, yi1. MaTsim kupaii,65, Benrpus/ 9900 Kormend, Matyas Kiraly ut 65, Hungary (Ne inuensun: HU-M-EGIS, ceprudurar
coorBeTcTBH Ne GMP/EAEU/BY/0197-2022)
Brinyckaowuii Konrposk kauecTsa: 3A0 «®apmauesTnucckuii 3asox IIHC», Benrpus / Egis Pharmaceuticals PLC», Hungary,
9900 Kepmenn, yi1. MaTsm kupaii,65, Beurpus/ 9900 Kormend, Matyas kiraly ut 65, Hungary (Ne ainuensun: HU-M-EGIS,

cepTuhurar cooTBeTcTBHA Ne GMP/EAEU/BY/0197-2022)

Dupma 3A0 «DapmauesTHueckri 3asog OTHC» (Bynanewrt — Benrpus) rapaHTHpyeT, 4TO POMIBOACTBO YKA3AHHOIO B HACTOALEM CepTH(HKaTe
npenapara, BKIKMas €ro YNakoBKY M KOHTPONE KAYecTBa, MONHOCTBIO COOTBETCTBYET TpeboBaHMaM aeiicrByiomux «IIpaBun Hamexamei
[POH3BOJICTBEHHOH npakTukHy (cGMP).

@upMa rapaHTHPYeT, 4TO Ka4yeCTBO YKA3aHHOTO B HACTOALIEM CEPTH(HKATe Mpenapara COOTBETCTBYET TpPeGOBaHMAM
yreepxaennoi HJ Ne JITI-Ne(002093)-(PT-RU)- 131223.

Ké&pmenn,

22. 08. 2005
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Krsanubunuposannoe nuio



