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CEPTHOHKAT AHAJIH3A

(Forosstii [poaykT)

Kedcernnm, nopowok Ang NpUroToBAeHHA pacTBopa AN : ‘ y
Haumenonanie e P T P P Aprikya Ne FMI0468/21
BHYTPHBEHHOTO W BHYTPUMbIlIeuHoro seeaenyd, 11
MHH Hedenum Cepun Ne 1D2842
Java npoussoaerea | 07/2021 Foaen a0 06/2025 Pasvep naprin 53000 daakonos
[Tonoaenne aea usp Jlara anamnia 05.07.2021
HIA JH1-001266-230519; Ham. Nel-2 Crpanuua Ne luzd
Ne Mapamerpi Crenppurauusn PeayasTart
01 Onucanue Beswtit wan Oenbiil ¢ KETTOBATLIM OTTCHKOM benplit KPHCTALIHYECKHI NOPOILOK.
) . KPHCTALTHYECKHH TI0POILOK.
02 | Bpems pacTBopeHus He Gonee 3 mun (Boaa s mirsexumii). 53 cexyH/Isl.
MommnnocTs BOXX
Liedernim Ha xpoMaTorpaMme HCIbITyeMOro pacTeopa, Ha XpoMaTorpaMse HenbITyeMoro pacTeopa, MoayueHHoi
FONYUYEHHOMN TIPH KOJHMECTBEHHOM ONPEAC/ICHIN, HPH KOAHYECTBCHHOM OIPEICICHHE, 00 HAPYKHBACTCH 1THK,
osAeH O0HAPYKHBATLCA MUK, 110 BPEMEHH 110 BPEMEHH YACPAHBAHUA COOTRETCTBYIOWMH TTHKY
VACPKMBAHAR COOTHETCTBYIONEH NHKY Ue@HITHMA 11a | He(uITHME 18 XPOMATOTPAMME CTAHAPTHONG PacTsopo.
XPOMATOIPAMME CTAHAAPTHOTO PACTROPA.
03 | L-aprinun Ha XpoMaTorpamMme HerbITYEeMOTo pactBopi, Ha XpoMATOrpaMye HCHLITYEMOT0 PACTROPA, HOAYHCHHOH
NOAYUCHHOMN NPU KOIHYECTBEHIOM ONPEACICHH, [PH KOAMYECTBCHHOM OPERERCHII, 00HAPYIKHBACTCH MUK,
Aoaxken OOGHAPYIKHUBATLCA TTHK, 110 BPCMCHMK 10 BpeMEnH YACPKHBAHKA COOTBCTCTRYIOWMH MHKY .-
VACIKMBANNA COOTBETCTRYIOMMIE IHKY L-aprunnia | apruusia Ha XpoMaTorpaMMe CTaHpTHoro pacrsopa.
Ha XPOMATOTPAMME CTAHAAPTHOTO PACTBOPE.
XaopHui J10/EH COOTRETCTRBOBAT. XapukTepHas peakitis Ha XJ0PHIIbI NPOXOIHT.
[lpospaunocte 10% pacTpop npenapara B BoAE A0JKCH ObiTh 10% pacTBOp npelapaTa b BOJIE NPO3PAMHLIA 110
04 | pacrsopa NPOIPAHHBIM (10 CPABHEHHIO € PACTBOPHTENCM ITH CPABHEHHIO ¢ PACTBOPUTEIEM,
BLIIEPAKHBATL CPABICHHE ¢ ITWIOHOM . :
LlserHocTe pacTeapa 10% pacTBOP Npenapara B Boje J0/1KeH ObITh 10% pacrsop npenaparta B BOAC HPO3padHbii 1o
05 fIPO3PAYHBIM 110 CPABHEHWIO ¢ PACTBOPHTEIEM WK CPUBHCHHIO € PACTBOPHTENEM.
MHTCHCHBHOCTD €r0 OKPACKH HE J0/BKHA NPCBLIILATS
HHTCHCHBHOCTL OKpacky Y3,
Onsoponnocts fMpun=10 AV <L1,L1=15,0. 1.4,
06 | fo3uposanus Mpu n=30 AV < L1 u see anauenus Xi
VAORIETBOPAIOT HEPARSHCTRY
[M-Xi] <0,01xL2xM.
o7 | PH Or 4,0 10 6.0 4.65.
Mexannyeckne
BK/THOMEHHS
-QUANMbIE B cooTBeTcTRUK ¢ TPeOORAHMAMHE. BuanuMbIX HacTHIL HE He
08 | -wesudumoie Yacruii, paBHbIX MK Gosee 10 MK He Goce 1116/prakon.
6000/ naxon.
Yacruit, pasusix wan Goaee 25 MM ne Gonce 1 7/nakon.
600/Qnakon.
N-mernanuppoauany | He Gonee 1.0%. 0.39%.
09 | BOXX .
YT8ior
f . [PUIOTOBJIEHO [IPOBEPEHO YTBEPXIEHO
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CEPTHOUKAT AHAJN3A

(FoToBwrii Hpoaykr
Kedcenum, nopowok ang MPHTOTOBNEHU pacteppa ana .
Hamveioaune BHYTPUBEHHOTO § BHYTPHUMBbILIEUHOrO BBEACHKS, | Aprincya N FMI0468/21
MHH Uedenum Cepun Ne ID2842
Hara npowssoaersa | 07/202] J Foaenno | 06/2025 Pasvep napruy 53000 ¢nakonon
Hounomenne gen usp Aara avanmsa 05.07.2021
HJT JIH1-001266-230519: Hawr, Nel-2 ! Crpanmua Ne 2u34 ‘
N | Hapaverpr: Creundurkanns | Peryanrar
| T — e Py

10 | Poucreennsie
npumecn BOXKX
[lpumecs A
Upusmecs
Hpumecs D
Mpumecs £

He Goaee 0.5 %,
He Gonee 0,5 v,
He Gonee 0,5 %,
He Gonee 0,5 %,

t

|
He oBnapyxena
0,07%.
He oBnapyxena,
He oBuapy:kena,

Enunuunan npusecs, He Gosnee 0,5 %, 0.16%,

CyMMa npaseceii | He Gosee 5,0 %. 0,39%,
11 | Boaa He 6onee 4,0%. 2.899%,

Baxrepnatbhpe Mpenensioe Coaepxanue Gakrepuan Menee 0,06 ED na | wr uedpenimva,
12 JHAOTOKCHI LI

! Auomanenas
B3| Jokenunocrs

TMpenapar aonmen Gbirs netokcmaimy,

|
IHIOTOKCHHOR He Gonee 0,06 ED ya 1 ar ueder uma, !
!

Ipenapar veroxenues.

14 | Crepwisnocrs

IMpenapar a0mken 6o, CTCPHIBHBIM,

[ Tlpenapar crepuisipii,

I N

Konnuectnennoe |
onpesgenenue BIXKX
Is Uedenuy 071900 10 115,0% or sasnasesoro COePsKalmy. 99, 1%.
L-apruuun f Or 32.0 10 42,0% (m/m). 32,7%.
ey N\ D2 NPUTOTOBJIEHO NPOREPEHO VTBEPKIEHO
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ALPA LABORATORIES LIMITED

33/2, A.B.ROAD, PIGDAMBER — 453446, INDORE (M.P.)
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(Toroslil [1poaykT)

Haumenopanue

Kedcenum, nopomox ans npuroToRIEHUS pactTropa s
BHYTPHBEHHOIO M BHYTPHMBIILIEYHOIO BREAEHUS, | T

ApTHRY Nb FMI0468/21

MHH

| Liehennm

Cepust Ne ID2842

Hara NpoOHIBOACTRE

07/2021

06/2025

TFoaen 1o

Pasmep naprun 53000 dnaxoHoe

[Moaoxenue jen

USpP

05.07.2021

Jara anannza

H JI1-001266-230519; Ham. Nel-2

Crpannna Ne 3uszd

Ne HapameTpnt

Crneundmranun

Pesyawrar

Ynakoska

16

Mo 0,5 r nan [ r npenapara (B nepecuere Ha
uedpenun) Bo dimakon w3 npospaunoro crexaa (USP
THN ) BMECTUMOCTHIO 20 M, VKYTOpeHHEI§
PE3HHOBOM 1PODKOH, 0GKATOH AIOMMHHEBLIM
KOJANAYKOM, 3AKPbIThH CBCPXY 3anIMTHONR
HARCTMACCOBON KpslUeuKON HiH §83 KPBILICHKH.
Pacmeopumeav: Boaa i uwnexumii (PY Ne JIT1-
002377 or 18.02.2014), rio 5.0 wan 10,0 ma B ammyay
GecupeTnoro HeRTPAALHOIO CTEKIA
FUAPOIMTHYECKOrO Kaacea | min U3 noandThneHa
HHIKOH MI0THOCTH € IMHKEH pasioMa.
Hosuposxa | 2: no | (aaxony ¢ npenaparon u |
amnyste pacrsopurens 10,0 Ma nin 2 amnyanst
pactaoprress no 3.0 s, wiam Ges pacrsopurens
BMECTC C HHCTPYKIMEH 110 NPHMEHEHHIO B
KaPTOHHYIO Mauky ¢ PasIenHTIebHbIMY
Heperopo/ikamMu Hnn 6e3 HUX, Hiau no | Quakony ¢
npenaparom U 1 ammyne pacreopurend 10.0 s uan
2 amnyasi pacTBOPHTENS 1o 5.0 M1, HA NIACTHKOBKIH
fIOJTOH BMECTC C HHCTPYKIIHCH 110 IIPpHMEHEIHIO B
KAPTOHHYIO NaHKy.
s emayuonapos:
Mo 10, 25, 48 wm 100 gakonos 6e3 pacteopurens
wiu smecte ¢ 10, 235, 48 wan 100 avnyaavu
pacrsopurens 1o 5,0 s wan 10,0 s, v 20, 50, 96
HitH 200 H aMIy1amMu pactTBOPHTEA 110 5,0 M 1
COOTBCTCTBYIONIMM KOTHYCCTBOM HHCTPYKLMI 110
HPHMEHCHHIO B KAPTOHHYIO KOPOOKY ¢
Pa3ACUTCARHBIMU HEPErOPUAKaMIE MK GC3 HUX,
To 10, 25, 48 wau 100 daakonos Ses pacisopires
i sMecre ¢ 10, 25, 48 wan 100 amiryaamn
pacrropurens no 3,0 vaowan 10,0 ma, wan 20, 50, 96
unn 200 u amnysamu pacrsopurtens no 5.0 s s
IUIACTHKOBBIA NOUIOH H COOTBETCTRYIOMINM
KOAHHECTBOM HHCTPYKUHET 1O NIPHMEHECHHIO B
KapTOHHYIO KOpOOKY.

o 1 r npenapara (8 nepectere wa uedennn) vo duakon u3
npospaunoro creita (USP tun 1) smecramoctsio 20 s
vKynopennnlit pesunosoli npodkoit. obkarok
AUOMHHUEBLIM KOIAUKOM, 3AKPLITLI CBEPXY JAILHTHOMN
[11ACTMACCOROH KPBITHEYKOI,

Hozupoeka 1 2 1o | iiakory ¢ npenaparom sMecte ¢
HECTPYKIKEH 110 IPUMEHCHWIO B KAPTOHHYIO UKy,

Mapxkuposka

Ha smuxemxe hnaxona ykasieaiom: Toprosoe
HanMeHopauue npenapara, MHH, nosnponky,
NIEKAPCTBCHHYIO (BOPMY, JIOTOTHIT (JHPMbI-BIA/IEIBIA
PEIHCTPAUHOHHOTO Y/IOCTOBEPEHMH,
NPEAYIPEAHTERBHYIO HAXMUCH «CTEPHALHOR, HOMEP
NPOU3BOACTBEHHOMN IHUCHSHU (PUPMBI-
TIPOH3BOANTENH, HOMEP CCPHK, JATY NPOH3IBAGACTRAE,
«loned jno:»,

Ha amoMunmuenom koanavuxe JONYCKASTCA HitHune
TEKCTOBOM Mapkuponky «Jodasy.

Ha kapmonnoit nauxe u kopobre os CMAYUOHAPOR

Ha smuxemse ¢haa waiﬁ;{p Frog Fonoe I/u! Enonaine
nperapara «Kedeer HH «lledenyais, A0anposka
phit e Hopoyoi 1

«l o, nexkapersennas A
MPUroToBACHNA pac‘rnopa m Wsz“iﬁhcmmm "
BHYTPHMBIIICHHO0 BBEACHIS, JOTOTHI (HPMbI-
BIIEIBUA PCrHCTPALIHOHHOTO YilocToBepenns wJodasy,
NpeAYNpeaHTebHas Haueh «CTepuianion, HoMep
TPOH3BOACTBEHHOH THUEHIHN (DHPMBI-IIPOHIBOANTENS « N2
TS/DRUGS/2/2016», HoMep cepun «JD2842», 1ara
npouznoactsa «07/2021», «Cogen a0: 06/2025».

Ha kapmonioi nawke ykaszano: TOprosoe HaHMEHOBaIHE

MPUIOTOBJIEHO [POBEPEHO YTBEPKAEHO
=% — i _‘f::“ﬁ
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CEPTUDHKAT
_ (FotoBwrii I1

Kedeenm, nopowok ans npurotosnexis pacte

QIYKT)

AHATM3A

opa ans I ’
Hlamstayasiine BHYTPHBEHHOIO 1 BHYTPHMBILLIEUHOIO BBEAEHNHS. | I Aprikya N FM!MGS'H
MHHI Ledernm Cepist Ne 1D2842
Mara npowroncrna | 07/202] Fopjenao | 06/2025 Passmep naprun 53000 dnaxonos
Monoskenite aen USP Aara anaansa 05.07.2021
H/ JIM-001266-230519: Mam. Nel-2 Crpannua Ne 4uz 4
—
Ne Hapamerpn Cnenndumianns Pesyanrar ]
YRasvisalom. TOPropoc HAHMCHOBAHKE npenahara, npenapara «Kedeemsn, MHH «lledennmy, J03HPOBKA
MHH, nosuposxy, JeKapeTBEHnY IO (lopuy, «1 r», nexapersentas Gopma «llopowor ann
KOHYECTRO (DIIAKOHOB ¢ npenapaTom u amnyji ¢ HPHTOTOBIENNS PACTBODA L151 BHYTPHBEHHOT O 1
PACTBOPUTEIEM B Yiakoske (npu wansimn), docras BHYTPHMBIHEHHOTO BBCACHISY, KOTHYCCTRED (JIAKOHOR ¢
npenapara Ha | duaakon, nazpanue u ooy apenaparos «1 duiakony, cocras npenapara na | (aakon
PACTHOPHTENS (1IPH HAIUYIK), TOFOTHIL HazBlle 1 «1 haaxon conepamr: Aciicrsytonee semecrso:
aapec dmpmii-snanensia pPerucTpauKoioro egenuna ruapoxaopuaa sMonoruapar - 1,1891 ¢, n
YAOCTOBEPEHHA, HASBANME W aZpec (PHPMLI- iepectere ua uedenum 1,0 r; Benomorateanioe
TIPOUIROIUTENS, HOMEP N1POHIROACTRENHOM BeutecTso: L-aprusmum - 725,0 mro, noromHn. nassanme
JIHUCHIMHK, HOMED PErHCTPALIKOHHOTO AIpec (MPMBI-BARICIBLA PETHCTPALIHOHHOND
YAOCTOBEPEHIA, YCIODHA XPAHCHUS, YCA0BHA Yaoctosepenus «lodasy «QO00 «/Lkonac Frenomunm,
OTiyeKa, npeiynpeuTeanibie Haumen «Xpauurs 8 | Pocenst, 140202, Mockosckas 061, Boekpecencknii p-
HEAOCTYNHOM /151 aereit Mectey, «Cnocod on, 1. Bockpecener, ya. Mockonekan, 1, 45m, o 4»,
HPHMEHCHHS ! CM. HHCTPYKIUMIO TTO HIPHMEHEH H 10%, HAZRANKE M aapec pMpmbl-nponiBoanTens « Ikomac
«Crepuiabion, nomep cepin pacTBOpuTens (npi Irenouwm Hur, JTra, Alpa Laboratories Ltd.. 33/2, A.B.
HATHYHH), HOMEP CepuH npenapara (maewtnd|karop | Road, Pigdamber, Indore, (M.P.) 433446, Indian, nomep
(10)). «roaen no...» (naenrudukarop 17)). urfpux- NPOM3BOLCTREHNON Tuuen3nn «No TS/DRUGS/2/2016»,
KO HOMED PErHCTPALMORHOTO YiocTorepenns «Ne JIT1-
001266», yeirosin xpanenus «Xpanutn npu
resteparype we nniie 30° Cn, yononus otitycka
«Ornycrator no Penenvy», npeiayupeanTeabibsie HamHCH
«XPaHUTL B HEAOCTYHIHOM AR AcTeit secten, «(nocof
HpHMeHenst: cMm, HHCTPYRUHIO 110 HpHMEHENHION,
«CrepuiasHo», HoMeEp cepuit fpenapara (uaentudukarop
(10)) «JD2842», «roach no...» (naewtuduxarop 17))
«06/2025», wrpux-xos1 «8 906055 583210».
Honomuurensno MOMYT OBITE HAHECCHBI 100 bHBIT Jlononunrensio Hageces rjzjq_&n@jhm:a)n
HACHTH(MKAHOHHRIT HOMep TOPIOBOH € AHHH{1LI WACHTH(IMKALNIOHHBI HW"Q@WL‘QHMI {GTIN -
(GTIN - unenrndukarop (01)), unansuayain . wientidmkarop (01)) «B89D605558321 05, NG "'?t(_\
Cepuiinblil HoMep Toprosol eanuunn (SN - HHAMBHAY /LB cepHBILI 110Mep Toprosoft L L
Haentudmrarop (21)), cpencraa HAEHTH( KA (SN - wacwuduxar s \ﬂfl.} g§5A4oﬁ».=:
CHETEMLI MOHMTOPHHIA ABMKCHHA JCKAPCTRSH] I LIX cpeacTna nacnTHhuKa m‘c‘t‘rm?:-nm‘gb_!_ i l? ‘ii
npenaparos (KH3). Mecropacnonosenue o Gopmar ABHKCHHA ICKAPCTBEHTERX -'fm%?f“?’.",'} (RH3. | |
CPEACTB HACHTHOHKAIIN MOKET MCHATLCH B Mecropacnonoxens Tg hopMat Lpﬂnh‘ﬂlmmmﬁu{ EUTT
3ABHCHMOCTH OT TEXHOIOTHYECKHX 0CoBennocT it MOKET MEHHTHCA B 3ally ot @ /rgxionor HMecRi
TIPOHIBOACTRA. ocolentocreit _gp:)st;um E ' <4
18 | Xpaneuue Tpu Temueparype ne suie 30° C. [Tps Temneparype He uning 3O, = v-""-/':;/-j'j‘
19 | Cpok roanocry 4 roza. - 4 rena, T g

Hpusenanun: lponykr (Kedeern — Hedermn, nopowox ans npurorosienn
r) Cepust Ne: JD2842 Cootsercrayer HI: JHI-001266-230519; Ham. Nol-2.

{ PacTBop BHYTPHBCHHOTO ¥ BHYTPHMLHIEYHOrO BREJCHUS, |
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