COon-AgM-016-B06
Mpunoxenne 1

OO01mecTBO ¢ OrpaHMYEHHON 0TBETCTBEHHOCTHIO ""iapa”

601122, Bnagumupckas 0611., [Tetymunckuii paiion, r. ITokpos, yi1.
Dpanua IllTonsBepka, noM Ne 20 Ten./dakc: +7 (49243) 6-41-69

Pa3spemienne Ha peaju3anuio roTosoi npoayxkuun Ne 614

TOpl'OBOC HauWMEHOBaHHUE:

Me)myHaponHoe HEMaTC€HTOBAaHHOC
HauMEHOBaHHE:

JlekapcTBenHas popma:
Jo3upoBka:

®opma Beinycka:

Howmep cepuu (naptuu):
O6nem cepum (napTuu):
JlaTa npou3sBozcTBa:
Tozen no:

Haumenosanue u ajpec rpoU3BOAUTENA:

Homep u nata peructpauuoHHOro
YIOOCTOBEPEHHUA:

Homep HopMaTHBHOM 0KyMeHTaUMM:

HaumeHnoBauue u anpec nepxarens PY:

Konnuectso ynakoBok B 1 ropposiuxe:

KonuuectBo rodposiuukos B cepuu:

l'IacnopT Ka4€cTBa Ha roTOBYO NMpOAYyKLHIO

(Ne, nara Bbigaun):

AHaNMTHYECKHI JIUCT Ha
cy6eranumio (Ne, gata Bbimaum):

Homep oBsasatenpHoro nokymenTa o6 ouenke

PerucTpauuH COOTBETCTBUS (BHYTPEHHHIH
HIEHTH(UKATOP)/NaTa 3aMHCH
8 AUC Poc3apasHan3opa:

HHBEKTPAH®

Xondpoumuna cynegpam

pacmeop ona BHYMPUMbIUIEYHO20 U BHYMPUCYCMABHO20 88e0eHun

100 m2/mn

pacmeop Ons 6HyMpUMbIUEYHO20 U 6HYMPUCYCMABHO20 86e0eHUs

100 m2/mn (amnyna) 2 mn % 10 (nauxa xapmonnas)

220426

22 197 ynarosxu

24.04.2026 .

04.2029 e.

Obuecmeso ¢ ozpanuyennoti omeencmeennocmeio "Innapa” (000 "dnnapa”)

601122, Bradumupckas obn., emywunckuii paiion, 2. IToxpos, yn. Opanya

LlImonveepxa,dom Ne 20, cmp. 2 (Bce cmaduu, 6xnioyas euinycKaioujuti KOKMpons Kasecmea)

JIIT-Ne(001781)-(PI'-RU) om 08.02.2023 2.

JIII-Ne(001781)-(PI-RU)-060225

Obwecmeo ¢ ozpanuyenroii omeemcmeennocmoio "Snnapa” (000 "Innapa”)

601122, Bradumupckas oba., emywunckuii pation, 2. IToxpos,

ya. Opanya Lllmonveepka,dom Ne 20

100

221 *100; 1 *97

22 om 18.05.2026 e.

Ne 307 om 02.10.2025 2.; Ne 308 om 06.10.2025 2.

PR f/ 1005 4046

Ynocrosepsio, 4To AaHHAsA CepHs JEKapCTBEHHOTO CPeACTBa COOTBETCTBYET TpeGoBanusam HJ JlII-.N‘o(OOI781)—(PI‘-RU)-060225

Tpeﬁonanmm, YCTaHOBJICHHBIM NPH €ro perHCcTpauHH 1 1'pe603ammM H

IKOHOMH4€CKOro Colo3a.

VYnonHomouennoe JIULO MO Ka4yeCTBYy:

Jlata BbIjauy pa3speleHus
Ha peajH3aLuIo:

Osunnuxosa C.C. ;

,ame nponanoucmeunon NPAKTHKH Espazlmcxoro

/f 0% ;wo?é’

(®HO)

(ﬂ’onnucl.)

MepepaH yepes [lnagok 05.11.2026 16:06 GMT+03:00;
d1319d93-e172-43c0-852e-14687e54e0bb
CTpaHuua 1wms 4



IIACITIOPT Ne 22 ot 18.05.2026 1.

@05-COIT-OKK-017

000 «Qanapa»
601122, Bnaoumupcxkas obn., 2. IToxpos,
yn. ©panya Llmonveepxa, dom 20
men./gpaxc (49243) 6-42-22, 6-42-24

Haumenosauue: WHbEKTPAH®

MexaynapoaHoe HenaTeHTOBaHHOE HaHMe- XownznpoutuHa cynbdar

HOBaHHe:

JlexapcrBennas gopma: PacTBOp 15l BHYTPHMBILLIEYHOIO H BHY TPHCYCTABHOIO BBEIEHHA
Jo3nposka: 100 mr/mn

®opma BbInycka:

Homep cepuu:

O6nem cepun:

Jara npou3ssoacrsa:
AHaJIH3 BBIMOJIHEH M0:
IpoTokos ananusa:

PacTBop s BHYTPHMBILIEYHOTO H BHYTPUCYCTABHOrO BBEAeHHs 100 Mr/MA (ammyna)

2 Mnx10 (mauka kapToOHHas)

220426

22 197 ynakoBok

24.04.2026 r.

HJT JITT-Ne(001781)-(PI-RU)- 060225
Ne 614 ot 18.05.2026 r.

HaumenoBanue
nokasareJieii

TpeGoBanusi no HJI

Peay.n bTAThI aHANH3a

Onucanue

ITpo3paunblit GeCUBETHBIA UK CO ClIErKa XKENTOBATHIM
OTTEHKOM pacTBop

ITpo3pauHblit co crerka xenToBaThiM OT-
TEHKOM PacTBOp

HaenTuduranus:
Xonooumuna cynsgpam

Memuanapazudpoxcuéenzoam:

Peaxuus npoaykros ruaponusa c 0.1 % pacTBopoM kap-
6azona

Yepes |5 MHH 10KHO pa3BUBATLCS PO3OBOE OKpAILIHBa-
HHe, MepexoasLlee B TeYEHHE 2 HacoB B pO30BaTO-
(huonerosoe

IMoarsepiacHo

Ha anextpodoperpamme ucnisiryemoro pacrsopa, noso-
’KEHHE OCHOBHOTO MATHA NOJI’KHO COOTBETCTBOBATb 110-
JI0XKEHHIO OCHOBHOTO MATHA Ha 3MeKTPodoperpamme
CTaHAapTHOrO pacTBOpa XOHAPOMTHHA CyJib(haTa HATpHA

CootsercrByer

Bpemst ynepxuBaHus OCHOBHOTO NMKa Ha XPOMaTOrpaM-
Me HCIILITYEMOTO pacTBOpa, MOy4eHHOH NpPH KOJHYe-
CTBEHHOM OMNpEAENEHNH, JOMKHO COOTBETCTBOBATS BpE-
MEHH YAEPKUBAHHSA MHKA METHNAparuaApokcubensoata
Ha XpoMaTorpaMme pacTBopa CTaHaapTHOro o6pasua

CootsetcTByer

ITpo3paynocTs IMpenapat aomkeH 6bITL MPO3PayHbIM IIpo3payueiit

[Tpenapar nomieH BbIAEPKMBATH CPaBHEHHE C ITATOHOM
LBeTHOCTD Yf PET A aep P Berinepikupaer cpaBHeHue ¢ 3tanoHoM Y
pH 0t 6,0 10 7,5 6,86

Mexann4eckne BKIOYEHHS
-6uOuUMbIe YacmuUL bl
-HeeguOuMble Yacmuy ol

[Ipenapar nomxen BeIAEPKUBATL TPeGOBaHHS
Konuuectso yacruu:

- pasamepom 210 Mkm He Gonee 6000 B 1 amnyne
- pasmepom > 25 mkM He Gonee 600 B 1 amnyne

Brinepxusact TpeGoBanus

50 y/amn.
2 y/ammn.

Ilpumecn Peakuus ¢ pacTBOPOM TPHXJIOPYKCYCHOM KHCIOTBI
IMoMyTHeHHe oTCyTCTBYET
Besox He nomiHo GbITh NOMYTHEHHS pacTBOpa

H3Bnekaemslii 06Lem

Ipenapat nomkeH cOOTBETCTBOBATH TPEGOBaHHAM
He menee 2 Ma

2,05 mn

Balcrep HaJIbHbIE JHAOTOKCHHBI

He Gonee 1,75 ED Ha | Mr xoHapouTuHa cynbdara
HaTpus

menee 1,75 ED Ha 1 Mr xoHapoutHHa
cyas(ara HaTpus

AHOMAJIBLHAS TOKCHYHOCTD [Mpenapat no/mkeH 6bITh HETOKCHYHBIM Herokcuuen
CrepuabHoOCTL IMpenapar a0/KeH 6bITh CTEPHILHBIM Crepunen
KonuuecrBennoe onpeneneunne: OT0,45 10 0,55 wr 8 | Mx npenapara

-Mermunnapazudpoxcubensoama 0,53 Mr/ma
- nampua oucynspuma Ot 0.4 10 2,2 Mr B | M1 npenapara 1,31 Mr/ma
-XOHOpoumuna cyavhama ot 90,0 no 110 mr B 1 M1 npenapara 100,1 mr/mn

Onucanue
YNaKkoBKH

[Mo 1 wmm 2 Mn B
crexna mMapkd HC-3 unu crekna ¢ K/accoM COMPOTHBNEHMS THAPOIU3Y
HGAI (nepBbiii rusponuTuycckuit).

Ha kaxayio amnyny HakaeHBaloT TMKETKy M3 Gymard IS medaTH THIIO-
rpaQckoi, MIM nNHCHeH, WIM ITHKETOYHOW, MMM CaMmoKieswedcs,
HalMHCH HAa aMMyje HAHOCAT METONOM riaybokoi wiM cTpyiiHOM neyatu
6bicTpo3akpenusiowelics kpackoi A CTEKNSHHBIX H3EMHUIL.

5 ammyJ1 MOMELLAIOT B KOHTYPHYIO S4eHKOBYIO YNAKOBKY M3 [IEHKH [OAHBH-
HunxnopuaHoit (MBX) ¢ donsrofi amomuuueBoii, unu camoknesweiics
TUICHKOM, UM 6e3 (JoNbry U MIEHKH.

1 MM 2 KOHTYpHBIE S4eiiKOBbIE YIAKOBKH BMECTE C HHCTpYKUMEH MO NpUMe-
HEHMIO MOMELLAIOT B Ma4KY U3 KapTOHA JUIS NOTPEGUTENLCKOM Tapsl.

5 unu 10 aMmyn BMecTe ¢ HHCTPYKUHER MO MPUMCHEHHIO MOMEILAIOT B May-
Ky U3 KapTOHa Julsl NOTPEOHTENBCKOH Taphl C rO)pHPOBAHHBIM BKIAABILLIEM.
Ha nayky JONOJHMTENLHO HAaHOCSAT /IB€ ITHKETKH 3alIHTHBIC nepgopupo-

aMmmynbl € TOYKOH MJIM KOJILLOM H310Ma HeTpansHoro

[To 2 Mn B aMnynax HeliTpanbHOro cTekIa
C KJacCOM COMPOTHBJIECHUS THAPOJH3Y
HGALI (nepssiit runponutuieckuit) ¢ Tou-
KO# H30Ma.

Ha kaxcnyio amnyiy HakneeHa 3TMKeTKa
CaMOKJIEAILAsACH.

5 ammyn noMeLeHs! B KOHTYPHYIO fuei-
KOBYIO yNaKOBKY M3 MIEHKH MONHBUHHKII~
xnopuaHoit (IIBX).

2 K51V BMecTe ¢ HHCTpYKUHel 10 npuMe-
HEHHMIO NOMELIEHBI B MAYKy M3 KapToHa
Z1A OTPEOUTENBCKOM Tapsl.

OTHKETKH KOHTPOJIS NEPBOT0 BCKPLITHA HE
HAHECCHBL.

1
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JINAPA

®05-COII-OKK-017

000 «3anapa»
601122, Bradumupckas obn., 2. Iloxpos,

yn. @panya Llmonveepka, 0om 20
men./gaxc (49243) 6-42-22, 6-42-24

BAHHBIE W3 MOJUIPONHACHOBOTO ABYOCHOOPHEHTHPOBAHHOIO MaTcpuana ¢
MOBEPXHOCTHBIM MOKPHITHEM (KOHTPOJIb NEPBOro BCKPBITHA) WIH HE HaHO-
CAT.

YnakoBKa [ CTalUHOHapoB

4,5 van 10 KOHTYPHBIX AYEAKOBLIX yNakOBOK BMECTE C HHCTPYKLHMAMH MO
MPUMEHEHUIO B KOJNHYECTBE, PABHOM KONMYECTBY KOHTYPHBIX A4eKOoBbIX
ynakoBOK, MOMELAIOT B Ma4Ky H3 KapTOHa AN noTpeGuTeNnbCKoi Tapbl.
C:21

50 uau 100 KOHTYpHLIX S4EHKOBBIX YNAKOBOK BMCCTE C MHCTPYKUHMAMH MO
NPUMEHEHHIO B KONHYECTBE, PABHOM KOJM4ECTBY KOHTYPHBIX AYEHKOBBIX
yNaKoBOK, MOMELLAIOT B KOPOOKY M3 KapToHa ro()p1poBaHHOIO.

Kasxcayio kopo6Ky OK/IEHBAIOT ITHKETKOM u3 Gymaru camoknesuleics

HMepeuunan ynaxogka. Ha 3THKeTKe aMIly/ibl YKa3blBAIOT COKPAIICHHOE
HAMMEHOBAHHME MPEANpPUATHA — BIAjeNbla PerMCTPALIHOHHOIO yYAO0CTOBEpE-
HHS, TOProBOE HAaMMEHOBAaHME MPENapara C NpeilynpeauTeNbHOA MapKHpOB-
koii ®, KOHLEHTpaUMIO B Mr/mMJj1, 00beM Mpenapara B amnyJie B MHJUTHINT-
pax, HOMEp CEpHH ¥ CPOK FOAHOCTH.

BropuuHas (noTpebuTeNsckas) ynakoBka. Ha nauke yka3blBalOT COKpALLCH-
HOe HAUMEHOBaHME MpPEANPUATUS — MPOM3BOAMTENS / BiaLeNbLA PerucTpa-
LIMOHHOTO YJ0CTOBEPCHMS, €r0 TOBAPHbIH 3HAK, alpec, Tenedon/paxc, Top-
FOBOG HaWMeHOBAaHWE Tpenapara ¢ MpefyNpeuTenbHOA MapKUpoBKoH ®,
IpyNNHUPOBOYHOE HAaUMEHOBAHHE, IEKAPCTBEHHYIO (HOPMY, KOHUEHTPALHUIO B
Mr/mn, 06beM mpemapata B ammyjie B MHIJUTHJIMTPaX, KOJNHYECTBO aMIyil B
ynakoBke, cocTas, «Crnocof npUMEHEHHA: B COOTBETCTBUHM C HHCTpYKLHEHR
M0 NPUMEHEHHIO», YCIOBHS XPaHEHHs, YCIIOBUs OTMYCKa, «CTepHnbHOY,

HMepeuunan ynaxoexa. Ha STHKeTKe aM-
nyfsl YKa3aHo COKpalleHHOe HaMMEHOBa-
Hue npeanpusTHs-Bnanensua PY, Topro-
BOE HAWMEHOBaHHE TMpenapara, KOHLEH-
Tpauusi B Mr/mi, o6bem npenapara B am-
nyne B MHJUTUJIMTPaX, HOMEP CEPHH H CPOK
FOAHOCTH.

Ha Qonbre KOHTYpHOH suyeHKoBOH ymna-
KOBKM YKa3aHO TOProBO€ HaWMEHOBAaHHE
npenapara C NpefynpeauTeNbHOA MapKH-
poBkoi®, rpynnNUpoBOUHOE HAUMEHOBAHHE
npenapara.

Bmopuunas (nompebumensckas) yna-
Koeka. Ha nmauke c npenaparoM ykasaHo
COKpaLIeHHOE HAMMEHOBAHUE TIPEANpPHS-
THA-NPOM3BOANTENS/BAANENbLA PETHCTPa-
IIHOHHOTO YIOCTOBEPEHHS, €r0 alpec,
Tenedon/(akc, TOproBoe HaHMCHOBaHHE

MapkupoBKa npenynpeauTensHble Hannucu: «[IpuMEeHATh M0 HA3HAYEHHIO Bpaiay, «Xpa- | npenapara, rpynn1poBOYHOE HAUMEHOBA-
HMTb B HEAOCTYIHOM NS aeTed MecTen, «He UCIONB30BATE MO UCTCHEHHH | HHE, IEKAPCTBCHHAA (opma, KOHLEHTpa-
CpOKa TOIHOCTH, YKa3aHHOIO, Ha YNaKoBKe»; HOMEP PErMCTPAaLMOHHOrO y10- | LM B Mr/mi, o6beM Mpenapara B amIyJie B
CTOBEPEHHs Ha NPENapar, ITPHX-KOA, HOMEP CEPUH, CPOK FOAHOCTH. MHIIIHJIMTPAX, KONMYECTBO aMIlyJl B yna-
Jlonyckaercs HaHeceHKe MH(OPMALMK JUIs MOHHTOPHHIA ABHKEHHS JIekap- | KOBKE, COCTaB, «Cnoco6 npuMeHeHus: B
CTBEHHOTO NMPENapaTa OT NPOU3BOAMTENA 10 KOHEYHOTO MOTPEOHTES. COOTBETCTBHM C MHCTPYKLMEH 110 npuUMe-
Ynaxoaxa dna cmayuonapos. Tlpu ynakoske npenapara no 10 KOHTYPHBIX | HEHHIO», yCIOBHA XPAHCHH, yCIIOBUA
A4eHKOBBIX YNAKOBOK, HA MayKe AOMONHUTENBHO YKa3bIBAIOT «Jlns crauMo- | ornycka, «CTEpHILHON, MPEAyNPEAUTENb-
HapoB» Ge3 ykasaHHi yC/OBHH OTMycCKa. Hble HaanucH «[[pUMEHATH MO HasHave-
INpu ynakosxke npenapara 1o 50 un 100 KOHTYPHBIX A4eiKOBbIX YNAKOBOK | HHIO Bpayay, «XpaHUTh B HCAOCTYTHOM
Ha ITMKETKE yNaKoBKH JIOMOJHUTENBHO yKa3sIBaloT «Jlins CTaUHOHapOB» Ge3 | ans mereii mecten, «He ucnons3osars no
yKa3aHHusl YCNOBHil OTMYCKa M NMPEAYNPEAUTEIBHON HANMHUCH - «IIpUMeHATL | MCTEUEHHM CPOKA FTOAHOCTH, YKa3aHHOTO
MO HAa3HAYEHHIO Bpayan. Ha ynakoBKe», HOMEp PErHCTPaLHOHHOTO
MapkupoBka TPaHCIIOPTHO# Tapkl B COOTBETCTBHH € ®3-61. yAOCTOBEpEHHS, HOMED CEpPHH, CPOK roA-
HOCTH, LITPUX-KOA.
Hanecena undopmauus A MOHHTOPHHIA
JIBWXKEHMUS JICKApCTBEHHOTO npenapara oT
MpOU3BOAMTESS 10 KOHEUHOro NOTpeduTe-
ns.
Xpauenue XpaHuTb B 3AUMUICHHOM OT CBETa MECTE, NpH TeMIepa- B 3aiyIlEeHHOM OT CBETa MECTE, MPH TEM-
Type He Boliue 25°C nepartype He Bbiuic 25°C
CpoK rogHOCTH 3 roaga 10 04.2029 r.

Saxmouenne: FHBEKTPAH®, pacTBop Asis BHYTpH
10, cepus 220426 cootsercrayeT TpeGoanuam HJI JII-Ne(001781)-(P

— N \
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NOAMHCH
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MBILIEYHOTO U BHYTpHUCYcTaBHOro BBeAeHUs 100 mr/mi, 2 M Ne
I'-RU)-060225

"+, Kapasypuria JLT.
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