®01-CTN-00K-016

O01ecTBO ¢ OrpaHNMYeHHOIl 0TBETCTBEHHOCTHIO ""Jytapa"
601122, Bnagumupekas 061, [lerymmuckuii paiion, r. [Tokpos, yi.
®panua [lITonsepka, 1om Ne 20 Ten./dakc: +7 (49243) 6-41-69

Paspemenne na peaju3anuio roToBoii npoaykuun Ne 266

Topmnoe HaHMEHOBaHHE:

Me:xnyHapoiHOe HenaTeHTOBAHHOE
HaHMEHOBaHHE!

Jlekapcrpentas Gopma;
Jo3uposka:

Qopma BEITYCKA:

Howmep cepun (naprum):
O6bem cepuu (naprun):
Hara nponsBoscTsa:

lonew no:

HaumenoBanue u aapec NPOU3BOAUTEI:

Homep u xara perucrpaimonsoro
YAOCTOBEPEHHA:

Homep HopmaTHBHOM fOKyMEHTALMM;

Haumenosanue 1 agpec aepxarens PY:

KomuuecTso ynakoBok B | ropposmuke:

Konuuecrso rogposmuxos B cepuu:

[Tacnopr kauyecTsa Ha FOTOBYIO NPOAYKIHIO

(Ne, nara BeImAYK):

AHamMTHYECKHMH THCT Ha
cyberanumio (Ne, Aata BeizauH):

Memoxnonpamud

Memoxnonpamuo

pacmeop Ons EHYMPUGEHHO20 U BHYMPUMBIUAEHHOZ0 B6COCHUA

S5 ma/mn

pacmeop 0N BHYMPUBEHHOZ0 U BHYMPUMBIUIENHO20 860eH S

5 me/mn (amnyna c konsyom uznoma) 2 ma * 10 (hauxa kapmonnas)

030423
36 751 ynaxoexa
16.04.2023 2,
04.2027 2,

Obwecmao ¢ ozpanuyentol omeememeennocmuio "Ianapa” (000 "Snnapa”)
601122, Bradumupcras obn., lemywunckuii pation, 2, Ioxpos, ya. @panya
Limonveepra,dom Ne 20, cmp. 2 (Bce cmaduu, 6Kuoyan 6unyCKaoujuii KoHmpons kayecmea)

JIT-004096 om 24.01.2017
JITT 004096-240117, Ham, Nel-2

Obwecmso ¢ ozpanuyennoli omeememsenHocmyoio "danapa” (000 "Innapa”)
601122, Bradumupckasn obn., Hemywumckuii paiion, 2. IToxpos,
ya. @panya [lmonveepka,dom Ne 20, cmp. 2
100

367*100; 1*51

03 om 03.05.2023 2.

83 om 14.04.2020; 417 om 06.03.2023 2,

Homep obasarensHoro nokyMmenTa 0 oreHke

PETHCTPaLlMH COOTBETCTBHS (BHYTPEHHHIA

HAeHTH(DHKATOP)/ IAaTa 3AMHCH
B AHC Pocanpasransopa:

YnocroBepsio, UTo JaHHAA CePHA JEKAPCTBEHHOTO CPEACTBA COOTBETCTBYET TPEGOBAHKAM HJI JIII 004096-240117,
Ham. Nol-2, TpeGoBannsy, yCTRHOBJIEHHBIM NPH €T0 PErHCTPALMY H TpefoBaHHAM HaLNexaueif NMPON3BOACTBEHHOM NMPAKTHKH

Espasuiickoro 5K0HOMHYECKOT0 c0103a,

YnoaHoMOYeHHOe JIHLIO 1O Ka4eCTBy:

Hara Bbiaun paspeieHus
Ha peallH3aLHIo;

Kypbanosa O.M.

(®PHO)

2 2E G XL




Haumenosanue:
Mewxnyiapoauos HertaTenTo-
BAaHHOE HAVIMCHOBAHHNE!

_JlexapcTBenHan gopma:

Ho3apopica;
Popma BLINYCKA:

Homep cepun;
OGreM cepun: -
HaTa npouzeoacraa:

AHanwinl nposegens! no HI;

@05-COII-OKK-017

000 «Inxapar» ‘
601122 Braoumupcrasn o6n., 2. Hoxpos,
yn. Opanya IHmozzbsepzca oom 20

men./paxc (49243) 6-42-22, 6-42-24

HACITOPT Na 03 ot 03.05.2023 r,

MeTornonpaMiy
MeTtoxronpaMuy

Pactsop ana BHyTpHBeHHoro Y BHYTPUMBIIIETHOrO BBEACHHA

5 mrivor

PacTBop 14 BHYTPUBEHHOTO H BHYTPHMBILIEMHOTO BBEAEHHA, 5 MI/MI (aMITya ¢ Toqxoﬁ H3no-

Ma} 2 Mm% 10 (mavika KapToHHaR)
030423

36 751 ynaxosxa

16.04.2023 .

HJ JII1-004096-240117, Ham. Nel, 2

HanmeHoraHHe '
gy ’
noKazaTesNei Tpeﬁgnanuu o HJ PesysibTarel anannsa
Onucanne TIpo3payunsiit GecuBeTHEIH PAacTEOD. TIpo3spaunsiit GeclBeTHEIE pacTROp
' Bpems yaepuBaHHA OCHOBHOTO ITHKA Ha XpomarorpaMme
HCTIBITYEMOr0 PacTBOPa, NONyUeHHOR IpH KonM4eCTEEH-
HOM ONpegNIetinH, ICIIKHO COOTBETCTBOBATE BPEMEHH CootsetcTRYST
1 YACPKHBAHEA TTHKA METOKIIONPAMHAZ IHAPOXIOPHIA He
JOMIMHHOCTE XpoMaTorpamme pacraopa CO
Oﬁpasoaaﬂne Genoro TBOPOKUCTOLO OCANKA TloAnMAAROCTE NOATREPXKICHE
Okpamusaune GeCUBETHOrO. IVIAMEHHU B JKENTHI LBET INomTRHHOCTL TIOATBEPKAEHA
' Tpenapar nos LITE IPO3PAHHEIM MK BRISDKHIBATE -
TIpospagnocTh, Pelapart ojLKeH GLITE iposp Alepakhsa TIpo3paunkiii
- cpaBHeHye G 3TanoxomM I
10 OCCUBETHEIM WIH B KHBATH
HeeTHocTs penapaT noJKeH OuITh.OecIy 1ep Becupermaiit
CpaBHeHHE ¢ STatoHOM By
pH 013,010 5,0 431
Hasnexaemplii 06bem . He menee 2,0 mn 2,05 mn

MexaHuveckHe BKIIOYEHHA

BHEMMEIE YACTHILY,

TIpenapar pomkeH BEIAEPKHBATD Tpeﬁoaanm
Hesunpmsle yacTHUBL

JacTHLE! pasMepoM

BrigepiupaeT TpeGoBaHuA

He Gonee 0,138 Mr/vn

> 10 MxM — ge Gonee 6000 Ha amMmymy 74 yfamn

> 25 MM — He Gonee 600 Ha eMnyny He obrapyxeno

JiroGoli eaunnanol RenxeHTHOUIMpPOBaHHOM npumec — | 0,03 %
ITocToponune npAMEcH He Gonee 0,2 %.

Cymmapﬂoe cosiepxanne npuMeceit - ne Gonee 0,5%. 0,05 %

| BaxrepuanbmLie He bonee 2,5 ED na. 1 Mr MeTornonpaMuaa ruypoxiopuna | Menee 2,5 ED/mr
IHIOTOKCHHEI
CTepuiabHOCTL ITpenapat aonKeH OBITh CTEPHNLHBIM CTepHIBHETH
' Meroxnonpamuna rUAROXTOPUA.

KonnuecTeeunoe Ot 4,5 po 5,50 mr/mn 5,19 mr/mn
onpefeneHue Hatpua cyneur,

0,110 mr/mn




®05-COIT-OKK-017

000 «Quaapa»n

601122, Baadumupcxas o6n., 2. Ioxpos,
yn. Ppanya lllmonveepra, oom 20

men./haxc (49243) 6-42-22, 6-42-24

[To 2 mnt B aMny bl ¢ TOYKOM WIIH KOJIBLIOM H3NIOMA HEWTPANBEHOTO CTEKIa MapKH
HC-3 unn ctekna ¢ kiaccoM conpotusaehus ruaponusy HGA1 (nepsbiit ruapo-
JIUTHYECKHH).

Ha kaxayio aMmyy HaKJIeHBAIOT THKETKY U3 OyMaru jns nevaru Tunorpag-
CKOM utu Gymaru nucHelt, HiM STUKeTOUHOH, MM CAMOKesIeHCs, HIH HAAMU-
CH Ha aMmIyne HAHOCAT METOAOM [jist rnyGokol unu cTpyiinolt nevaru Geictpo-
3AKPenIsIoNIelics kpacko#t ans CTeKMSHHBIX U3AEnuit,

5 amiyn NOMEIAIOT B KOHTYPHYIO A4eHKOBYIO YIAKOBKY M3 MIEHKH NOIHBH-
Humxopuanoi (IMBX) nu6o u3 nnenkn nonuarunentepedranarnoi (MOTE).

[To 2 ma B amnynax ¢ KNaccoM COMPOTHB-
newus ruapoansy HGAL (nepesiit ruapo-
nuTHYeckui) ¢ Toukolt usnoma. Ha ka-
AYIO aMITyny HaK/1CCHa 3THKETKa CaMOKIe-
AMaACcA,

s g T 1 vam 2 ROHTYpHBIE AYSHKOBLIE YIAKOBKH BMECTE C MHCTPYKUMEH 10 MpUMEHe- | 5 aMITyJl MOMEMIEHb! B KOHTYPHYIO A4eHKo-
HHIO MOMEIAIOT B MAYKy 3 KapTOHa AN noTpeGuTeaseKkol Tapsl, BYIO YNAKOBKY M3 MIEHKH NONHBUHUIIXIIO-
5 mi 10 amriys BMECTe ¢ HHCTPYKUHEH 10 NPHMEHEHHIO IOMELAIOT B maduky 3 | puauoit (MIBX),
KapToHa Uit norpeburensekoit Taps! ¢ ropUPOBAHHEIM BKIAIBILIEM. 2 KOHTYPHBIX S4eHKOBLIX YNAKOBKH BMeCTe
YnaxoBka 1ns cTanMoOHapoB. C MHCTpYKIMel 110 MpUMEeHEHHIO TIoMellie-
4,5 ui 10 KOHTYPHBIX s4eliKOBBIX YNIaKOBOK BMECTE C HHCTPYKLIMAMHE 110 MPH~ | HBI B MAUKY H3 KAPTOHA JNA TIOTpebHTENb-
MEHEHHIO B KOJIMYECTRE, PABHOM KOMYECTBY KOHTYPHBIX AYEHKOBBIX YNAKOBOK, | CKO# Tapsl
TMOMELIAIOT B HAYKY M3 KAPTOHA AN NOTPeOHTENLCKOH Tapsl,
50 unn 100 KOHTYPHBIX A4EHKOBLIX YNIAKOBOK BMECTE ¢ HHCTPYKLIMSMH 110 NPH-
MCHCHHUIO B KOJIMYECTBE, PABHOM KOJIMYECTBY KOHTYPHBIX AUeHKOBLIX YNaKOBOK,
[IOMEUIAIOT B KOPOOKY M3 KapToHa ro()pHpOBaHHOTO.
Iepeuunan ynakoska. Ha amnyne Merogom riay6okoit unu crpyitnoit nevatu TepBuunan ynakoska, Ha sTHkerke am-
GhicTpO3aKpenNAIOMENcs KPAcko I CTEKNAHHBIX HINESIMUA MM HA FTHKETKE MYyJIE! YKa38HO COKPAILEHHOE HAUMEHOBA-
AMITYJIBl YKa3bIBAIOT COKpalleHHOe HaWMeHOBaHUe NIpeANpUATHA-BaaaensUa PY, | nue npeanpustua-snazensua PY, Toprosoe
o0bem npenapaTa B MHUTHIATPAX, KOHUEHTPALIIO B MI/MIT, HOMED CEpHH i HauMEHOBaHHE Npenapata, 06LeM npemna-
CPOK FOAHOCTH. para B METTHAKTPAX, KOHLEHTPALMIO B
Bropuunas (noTpebuTennckan) ynakobka. Ha mauke ¢ npenapatom yxassi- MI/MIT, HOMEp CCPHH M CPOK FOZHOCTH.
BAKOT COKPALICHHOE HAMMCHOBAHHE NPEANPUATHA-IPOU3BOANTENS/RABAENBLA Bropuunas (noTpebuTennCcKan) ynakos-
PV, ero Tosapusiif 3Hak, aapec, Ten/(axe, TOproBoe HAMMEHOBAHKE TIpenapaTa, | Ka. Ha nauke ykasaHo coxpalueHHoe
ME}CIYHAPOAHOE HEMATEHTOBAHHOC HAUMCHOBAHUE NPCNapara, ICKapCcTBEHHYIO HAaWMMEHOBAHHE NIPEANPUHATHA-
(opMy, KOHHEHTPALMIO B MI/MI, 06/BEM fipenapaTa B aMiyJie B MHIIMINTPAX, npoussoauTena/snanensua PY, ero Tosap-
KONHYECTBO aMIlyJl B YakoBKe, COCTAB Ha | M/ ¢ YkasaHHeM JeHCTBYIOWEro U HEl 3HAK, aapec, Ten./(ake, Toproeoe
BCTIOMOTATENBHEIX BEILECTB W HX Ko/uuecTs, «Cnocod npuMeHeHus: B COOTBET- | HAHMEeHOBAHWE NperapaTa, MeK/IyHapoi-
CTBHH C HHC'E‘pY!(LIHCﬂ Mo NMPUMEHEHHIO», YCIIOBHA XPAHEHHA, YCIOBHA OTIIYyCKa HO€ HENaTreHTOBAHHOC HAUMEHOBAHHE TIpe-
u3 antek, «Crepuabioy, npeaynpeanTensueie Hannuck «[IpuMeHaTs no HasHa- | mapaTa, JeKapeTBEHHYIO (OPMY, KOHLEH-
YEHHIO Bpayan, «XpaHuTs B HeZocTynHOM A neteit mecren, «He npumenars TPaUuio B Mr/mi, oGeeM npenapara B aM-
MapkupoBka 110 HCTEHEHHH CPOKA MOAHOCTH, YKA3aHHOr0 Ha YNAKOBKE», HOMEp PErHCTpauM- | myne B MAIIMIMTPAX, KONUYECTBO aMIlyl B
OHHOI'O YIOCTOBEPEHHS, HOMED CEPHM, CPOK TOAHOCTH, LUTPHX-KOJ, ynakoBke, cocras, «Crioco npumeHeHus: B
B,O ITYCKACTCs HAHCCCHHE thbopMaan JUIE MOHHTOPHHIA JIBHXKCHHA JICKap- COOTBCTCTBHH C m{crpyxuneﬁ Nno npumMe~
CTBEHHOIr0 NMpEnapara oT NPOU3IBOANTENS 0 KOHEHHOro norpedurens. HEHHIO», YCTIOBUS XPAHEHHS, YCIOBHS OT-
Ynakoska ans eraunonapos. [1pu ynakoske npenapata no 4, 5 wi 10 kou- nycka, «CTepuIIBHO», NpeaynpeaHTeNbHbIEe
TYPHEIX AYEHKOBEIX YTAKOBOK HA Ma4ke JOMOJHHTENLHO yKalsipaoT «[ng cra- HAAMUCH «TIPHMEHATE [0 HA3HAYCHHIO
LUroHapoB», 6e3 ykazanus ycnoBui oTnycka. Bpatay, «XpaHuTh B HEAOCTYIIHOM JUi
Ilpu ymakoske npenapara no 50 unu 100 KSIY Ha 3TMKeTKe ynakoBku fononuu- | aereit mecren, «He npuMeHsTs 110 uereve-
TE/bHO yKa3slBaloT «/lna cranuonaposy 6e3 ykasaHus ycnopuif oTnycka M npe- | HHH CPOKA FOJHOCTH, YKA3aHHOrO Ha yra-
nynpenurensHol Hanmuen «[IPHMEHATS MO HA3HAYEHHIO Bpavay, KOBKE, HOMED PErHCTPALHOHHOTO YA0CTO-
BEPEHHA Ha Npenapar, HOMEP CepHH, CPOK
FOAHOCTH, INTPHUX-KOI.
Hanecena undopmains A8 MOHHTOPUHIA
JABHIKECHHA JICKAPCTBEHHOIO TIpenapara oT
TNPOH3BOAMTENA A0 KOHEYHOIO r:crrpcﬁwre-
4,
X XpaHuTh B 3aLIMILEHHOM OT CBETA MECTE, NPU TeMnepary- | B zaummenHoM oT cBeTa MecTe, MpH
HERGaRy pe He Bhie 25°C TeMnepartype He Bblie 25°C
Cpok rogHocTH 4 ropa Jo 04.2027 r.
3amouenne; MeTownonpaMu/l, pacTBOp /s BHYTPUBEHHOTO H BHYTPUMBILLIEYHOTO 5 mr/mn cepusa 030423,

coorsercTByeT TpeGoranuam HJL JII1-004096-240117, Mam, Nel, 2.
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PEAEPAARHAR CAYXEA 1O HAA30PY
8 COEPE 3APABOOXPAHEHMA

«CBefieHunn o BBOAE B rpaxaHckuii odopoT B Poccuinckon degepauum
NeKapCTBEHHbIX CPeACcTB N0 COCTOAHMIO Ha 16.05.2023 16:34»

JlaTa Buecenus B ITpouseoguTens Oprammanus, Homep Homep, nata
AHC Toproeoe HanmeHnoBanue (BBINYCKAIOIMI Crpana Coenermx o crammsix Hopmarusaax PRIYCTHANIRG B CepHH. a3peneHHsn
p Ha y TP pHH, paspe
Pocanpaenanzopa KOHTPOJIb) TPERRGRETIE AOKyMeHTalHs mm?aﬁ NapTHH na HJIII
METOKJIOITPAMH]I; O6mecTBo ¢ O6mecTso ¢ JIIT 004096-240117;
PacTBOp 1A BHY TPUBEHHOTO H OrpaHUYEHHOM OrpaHHYeHHOH Ham. Nel x JIIT
03.05.2023 BHY TPHMBIIEYHOTO BBEJACHHA S OTBETCTBEHHOCTBIO Poccus OTBETCTBEHHOCTBIO 004096-240117; Ham. | 00O "3nnapa” 030423
mr/mn 1wt (2 M), ammy s "dnnapa” (000 "Onnapa” (000 Ne2 k JIIT
(10), nayku KapToHHBIE/ ~ "Onnapa") "Dnnapa”), Poccus 004096-240117




