Con-A4m-016-B06
Mpunoxexue 1

OO0mecTBO ¢ orpaHNYeHHOH 0TBETCTBEHHOCTHIO '"Jjapa"
601122, Bnagumupckas o61., [TeTymmHckuii paiio, r. [Tokpos, yi.
@panua ltonesepka, nom Ne 20 Ten./dakc: +7 (49243) 6-41-69

Paspemienue Ha peajJu3aluIo roroBoii npoaykuun Ne 427

ToproBoe HaHMeHOBaHue: HHBEKTPAH®

MexnyHapofHOe HenaTeHToOBaHHOe

HaUMEHOBaHHe: Xonopounuma cynegham

JlexapcTBeHHas dopma: pacneop Ons HyMpPUMbIUIEYHO20 U BHYMPUCYCIMABHO20 B6E0EHUR

Jlo3upoBka: 100 m2/mn

®dopma BbInycKa: pacmeop 0N GHYMPUMbIUIEHHO20 U BHYMPUCYCMABHO20 B8€0eHU
100 me/ma_(amnyna) 2 ma_x_10 (nauka kapmouHasn)

Homep cepuu (naptuu): 170326

O6neM cepuu (mapTum): 21 712 ynakogok

Jlara npou3BoACTBa: 29.03.2026 e.

lonex no: 03.2029 2.

HaumeHoBaHue 1 aapec NpoU3BOAHTENS: Obiyecmeo ¢ ozpanuuennoli omeemcmeernocmeio "danapa” (000 "Sanapa”)

601122, Baadumupckasn oba., lemywunckuii pation, 2. [Tokpos, yn. ®panya
LImonveepka,dom Ne 20, cmp. 2 (Bce cmaduu, 6Kkn104as 6slnycKaiouyuti KOHMpOnL Kauecmaa)

HOMCp H AarTa perucTpauuoHHOro

YAOCTOBEPEHHUS: JIIT-Ne(001781)-(PI-RU) om 08.02.2023 2.
Homep HopMaTHBHO#H JOKYMEHTALMMU: JITI-Ne(001781)-(PI-RU)-060225
HaumeHoBaHue 1 anpec nepxatens PY: Obuecmeo ¢ ozpanuuentoil omeemcmeenrnocmeio "Innapa” (000 "Snnapa”)

601122, Bradusmupckasn 06n., [Temywunckuii paiion, 2. ITokpos,
ya. @panya Lllmonseepka,dom Ne 20

KonnuecTBo ynakoBok B | ropposiyke: \ 100

KonuuecTBo roposiLinKoB B cepuu: 217 *100; 1 *12

[NacnopT kauecTBa Ha rOTOBYIO MPOAYKLHIO
(Ne, nara Bblaaum): 17 om 20.04.2026 2.

AnanuTuyeckui JUCT Ha
cy6cranuuio (Ne, 1ata BbIgauu): - Ne 103 om 15.04.2025 2.

Homep oba3atenbHoOro nokymenTa o6 oueHke
PEruCTpauMu COOTBETCTBHA (BHYTPEHHHH
uaeHTH(HUKaTOp)/nara 3anucu

B AHC Poc3apaphansopa: e / LIPS LO2L

IKOHOMHY1€CKOro coio3a.

YnoaHOMO4EHHOE JHLO M0 KAYecTBY: Ionsxoea A.P.
(®HO)

Jlata Bbigauu paspelleHus

Ha pealnn3aumio: PSP 22 L

MepepaH yepes [lnafok 16.10.2026 16:19 GMT+03:00;
b1de432e-f606-49f5-a034-ccb556094b10
CTpaHuua 1wms 4



IMACITOPT Ne 17 o1 20.04.2026 T

®05-COIT-OKK-017

000 «Qanapa»
601122, Bradumupckas o6n., 2. Iloxpos,
yn. @Ppanya LLmonveepxa, dom 20
men./gaxc (49243) 6-42-22, 6-42-24

HaumenosaHue: WHBEKTPAH®

MesxayHapoaHoe HenaTeHTOBaHHOe HauMe- XoHzapouTuHa cynbpar

HOBaHHe:

JlexapcrBenHas dopma: PacTBOp /1Sl BHYTPUMLILLEYHONO H BHYTPUCYCTAaBHOTO BBEACHHS
Jo3upoBka: 100 Mr/mn

®opma BbINyCcKa:
2 Max10 (nauka KapTOHHAs)

PacTBop A1 BHYTPHMBILIEYHOTO U BHYTPHUCYCTABHOIO BBENCHHS 100 Mr/mn (ammyna)

Homep cepuu: 170326
O6nem cepuu: 21 712 ynakoBok
JaTta npoussoacrsa: 29.03.2026 .
AHaJIH3 BBINOJIHEH NO: HJI JIT-Ne(001781)-(PI-RU)- 060225
TlpoTokos aHaau3a: Ne 427 ot 20.04.2026 T.
Raupesonanye Tpe6osauus no HJ{ Pe3ynbTaThl aHANH3A
nokasaTteJeii
P —— Tpo3payHblii GeCLBETHBIH WM CO ClIErka JKENTOBaTLIM [Ipo3pauHblii CO CIErka KeNTOBATbIM OT-
OTTEHKOM pacTBOp TEHKOM PacTBOp
WUneHTHdHKALKA: Peaxuus npoaykros ruapousa ¢ 0,1 % pacTsopoM kap-

Gasona

Yepe3 15 MUH JOKHO Pa3BHBaThCA PO30BOC OKpALINBa-
HUe, repexosiiee B TeueHHe 2 4acoB B PO30BaTo-
(huonerosoe

Xonooumuna cynogham

[ToarsepxaeHo

Ha snexrpooperpamMme HCMBITYEMOro pacTBopa, rojo-
’EHHE OCHOBHOTO MATHA JO0KHO COOTBETCTBOBATD M0-
JI0’KEHUIO OCHOBHOIO MATHA Ha 3eKTpooperpamme
CTaHJApTHOrO pacTBOpa XOHAPOUTHHA Cynb(haTa HaTpus

CooTBETCTBYET

BpCM}l YAEpKHBaHWA OCHOBHOrO IMMKa Ha XpoMaTorpam-
M€ HCNbLITYEMOro pacTBopa, nonyquHoﬁ MpH KOJIHYE-
CTBEHHOM OINpEACNICHHH, 10KHO COOTBETCTBOBAThL Bpe-
MCHH YACPAHUBAHHUA MHKA Merunnaparu,upoxcuﬁemoam
Ha XpoMaTorpaMMe pacTBopa CTaHAapTHOro 06pa:sua

Memunnapazudpoxcubensoam:

CooTBETCTBYET

IMpo3pauHocTb [Mpenapar Jiomiked ObiTh MPO3payHLIM .

[Tpo3payHbli

Hosrnacis TNpenapar 10/KeH BbIACPKHBATL CPABHEHHE C ITAI0HOM
Yo

Bruiep)kHBaeT CpaBHEHHE C ITATOHOM Y6

pH Ot 6,0 10 7,5

7,1

MexaHuueckHe BKAOYEHUS [Ipenapar 10/mkeH BbIACPXKHBaTh TpeOGOBaHUSA
-8uOuMbIE HaCHUKbL KonuuecTBo 4acTHiL:

~-HeBUONUMbIE HACIUILbL - pasamepom >10 Mk He Gonee 6000 B 1 amnyne
- pasmepom > 25 MM He doaee 600 B | amnyne

BrlaepikuBaeT TpeGOBaHUA

72 u/amn.
2 y/amm..

Peakuus ¢ pacTBopoM !QMXHOQ!KC!CHOﬁ KHUCIIOThI

He nomxHo ObITh MOMYTHEHHSA pacTBOpa

IMpumecn
Besiok

[ToMyTHEHHE OTCYTCTBYET

Tpenapar AomkeH COOTBETCTBOBATL TPEGOBAHUAM

H3snexkaemblit 06bem
He MeHee 2 Ma

2,04 Mn

He Gonee 1,75 ED na | Mr XOHApPOMTHHA CyJb(ara

meHee 1,75 ED Ha 1 Mr XOHAPOHTHHA

Bamepuanbuble JHAOTOKCHHbBI

HaTpHA

cynb(hara HaTpHs

AHOMaJIbHAS TOKCHYHOCTD TTpenapar nomkeH ObiTh HETOKCHYHBIM HeTtokcuueH
CTepHAbHOCTD [Mpenapat 10mKeH ObiTh CTEPHIILHLIM CrepuneH
Renmiserneiige onpe’ne.neuue: Ot 0,45 no 0,55 mr B | Ma npenapara

-MemuanapazuopoKcuden3oama 0,53 Mr/ma
- nampua oucyavpuma Ot 0,4 10 2,2 Mr B | Ma npenapara 1,7 Mr/Mn
-XoHOpoumuna cynohpama ot 90,0 10 110 mr B 1 Ma npenapara 101,6 Mr/Mn

Onucanue
yNaKoBKH

Mo | unu 2 mn B

aMIyNisl C TOYKOM MM KOJNBLLOM H3J0Ma HEHTpaNbHOrO
crekna mapku HC-3 mau crekna ¢ KJaccoM COMPOTHBICHHA THAPOJNM3Y
HGAI (nepssiii ruAPOJUTHYECKHH).
Ha kaaylo amnyiy HakieHBaloT 3THKETKY M3 Gymaru [uis meyaTH THMO-
rpadickoif, MAM nUCHeH, MIM ITUKETOUHOH, WK camoknesuieics, HiIH
HAMHCH HA aMmmyje HAHOCAT MEeTOAOM rNy0OoKO# MM CTPYHHOH neuatH
6bICTPO3aKpEIAIOLERCH KPACKOH A CTEKIAHHBIX H3aenui.
5 amMnyJ MOMEILAIOT B KOHTYPHYIO AYEHKOBYIO YAKOBKY M3 IUIEHKH MMOITUBH-
nunxnopuanoit (MIBX) c¢ Qonsroii amomunuesoid, uim camoknesencs
TNEHKOM, WK 6e3 QoNbrH U MICHKH.
| unu 2 KOHTYPHBIE A4EHKOBLIC YTTAKOBKHM BMECTE C MHCTPYKLHEH MO rnpume-
HEHHMIO MOMELLAIOT B Na4Ky M3 KapToHa JUIsSl IOTPEOHTENLCKOH Taphl.
S unu 10 amnyn BMECTE C MHCTPYKUMEH M0 NPUMEHEHHIO MOMELIAIOT B mat-
Ky M3 KapTOHa /IS NOTPeGHTENLCKOH Taph! ¢ ro()pHpoBaHHLIM BKIAbILIECM.

Ha nauky NOMOJHHTENLHO HAHOCAT ABE JTHKETKM 3AUMTHble nepopupo-

Mo 2 mn1 B aMmyJiax HERTPaILHOTO CTEKIIa
C K/1aCCOM COTMPOTHBJICHHA THAPONIH3Y
HGAI (nepsbiii rHAPONHTHYECKUH) C TOY-
KO nu3noma.

Ha xaxayio aMmnyny HakneeHa 3THKETKa

camok/eALancs.

5 aMnyJ1 NOMELEHbI B KOHTYPHYIO sf4eii-
KOBYIO ynaxom(y M3 MJIEHKH NOJHBHHHII-
xnopuatoii ([IBX).

2 K51V BmecTe ¢ HHCTpYKUHEH 110 npume-
HEHHMIO MOMELIEHb! B [1a4Ky M3 KapToHa
Ui NOTPeGHTENBCKOM Taphl.

HaHECCHBI.

MepepaH yepes [lnafok 16.10.2026 16:19 GMT+03:00;
b1de432e-f606-49f5-a034-ccb556094b10
CTpaHuuya 2 ns 4

DTHUKETKH KOHTPOJIS NEPBOro BCKPLITHA HE
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) BRAPA

®05-COIT-OKK-017

000 «Qaaapa»
601122, Bradumupckas o6a., 2. Ilokpos,
yn. @panya LlImonveepka, oom 20
men./paxc (49243) 6-42-22, 6-42-24

BaHHbIE M3 TOJIMMNPONMIEHOBOrO ABYOCHOOPHEHTHPOBAHHOrO MaTepHaja C
MOBEPXHOCTHBIM MOKPBITHEM (KOHTPOJIb MEPBOTO BCKPBITHA) MM HE HaHO-
CAT.

VYnakoBka A1 CTAaLMOHApOB

4, 5 unu 10 KOHTYpHBIX A4EHKOBBIX YNAaKOBOK BMECTE C MHCTPYKLUMAMH MO
NPUMEHEHHIO B KOJIMYECTBE, PABHOM KOJMYECTBY KOHTYPHBIX AYEHKOBBIX
yNaKoBOK, MOMELIAIOT B Nayky U3 KapTOHa A5 NOTPEOUTENbCKOM Taphl.

C. 21

50 unu 100 KOHTYpHLIX A4eHKOBLIX YNaKOBOK BMECTE C MHCTPYKUHAMMU MO
NPUMEHEHHUIO B KOJNMYECTBE, PABHOM KONMYECTBY KOHTYPHBIX SUEHKOBBLIX
ynaKkoBOK, MOMELIAIOT B KOPOOKY M3 KapTOHa ro)pupoBaHHOro.

Kaxayro kopoGky OKneuBaloT STHKeTKOH M3 6ymary camokesiieics

Mepeuunan ynaxoexa. Ha 3ThkeTke ammybl ykasblBalOT COKpalEHHOE
HauMEHOBaHHE MPEANPHATHA — BNaneNblia PErHCTPALMOHHOTO YN0CTOBEPE-
HUSl, TOProBOE HaMMEHOBaHHWE Mpenapara ¢ npeaynpeauTensHOi MapKupoB-
koii ®, KOHUEHTpauuio B Mr/MJ, o6beM npenapara B amnyJie B MUIIHIMT-
pax, HOMEp CEPHH H CPOK FOJHOCTH.

BropuuHas (norpeburensckas) ynakoska. Ha nauke yka3blBaloT cokpauien-
HOE HAUMEHOBAHHE NpEANPHATHSA — NPOHU3BOAMTENSA / BNanenblUa perucTpa-
LIHOHHOTO YJOCTOBEPEHHS, €ro TOBapHBIH 3HaK, aapec, Tenedon/dakc, Top-
roBO€ HaMMEHOBAHWE Mpenapara C MpeaynpeanTeNbHOH MapkupoBkod ®,
rpyNMMpOBOYHOE HAMMEHOBAHHE, NEKAPCTBEHHYIO (JOPMY, KOHLEHTPALHIO B
Mr/mn, o6beM npenapara B aMmiy/e B MHJUIMIHTPAX, KOJIHUHECTBO aMmyJ B
yNakoBKe, cocTaB, «Crnoco6 NMpHMEHEHHs: B COOTBETCTBHM C MHCTpPYKLHEH
N0 MPUMEHEHHIO», YCIOBMA XpaHEHHMs, YCI0BHMA oTnycka, «CTepHibHOD,

Ilepeuunas ynakosxa. Ha 3tuketke am-

My/bl yKa3aHO COKPALICHHOE HaHMCHOBa-
HUe npeanpusTHsa-snazensua PY, Topro-
BOC HAaMMEHOBAHHE [penapara, KOHLEH-
Toauus B Mr/ma, o6beM npenapata B aMm-
nyJie B MHITHANTPAX, HOMEP CEPHHU M CPOK
FOJHOCTH.

Ha ¢onere xoHTypHO#t sueiikoBoit yma-
KOBKH YKa3aHO TOProBOE HaUMEHOBaHHE
npenapara ¢ MpeaynpeauTensHOl Mapku-
poBKOH®, rpyNNHPOBOUHOE HAHMEHOBAHHE
npenapara.

Bmopuunan (nompebumensckan) yna-
ko6ka. Ha nauke ¢ npenaparoM ykasaHo
COKPALEHHOE HAMMEHOBAHHE MPEINpPHs-
THA-NIPOU3BOAHTENA/BNALENbLA PETHCTPa-
LIMOHHOTO YAOCTOBEPEHHS, €ro anpec,
Tenedon/(pakc, TOproBoe HaHMEHOBaHHE

MapkupoBka npeaynpeauTenbHble Hannucu: «[IpUMEHATE Mo Ha3HauYeHHIO Bpaua», «Xpa- | npenapara, rpynNMUPOBOYHOE HAMMEHOBA-
HHUTB B HEAOCTYMHOM Ia ZAeTei MecTen, «He HMcnons3oBats Mo MCTEYEHHHU | Hue, JekapcTBEHHas (hopMa, KOHLUESHTpa-
CpOKa rOAHOCTH, YKa3aHHOrO Ha YMaKOBKe»; HOMEP PErHCTPALMOHHOIO YI0- | LUA B Mr/MJ1, 00bEM Npenapara B ammnyJic B
CTOBEpEHHs Ha Npenapar, WTPHX-KoJ, HOMEP CEPHH, CPOK FOIXHOCTH. MHIUTHAMTPAX, KOJIMYECTBO aMMy B yna-
Jlonyckaercs HaHeceHHe MH(OPMaLMK JUIs MOHUTOPHHIA ABHKEHHS Jlekap- | KOBKe, cocTas, «Croco6 npuMeHeHus: B
CTBEHHOTO Mnpenapara OT NPOU3BOAUTENA A0 KOHEHHOTO MOTpeduTeNs. COOTBETCTBHHM C MHCTPYKLMEH 110 IpHUMe-
Ynaxosxa ona cmayuonapos. Ipu ynakoske npenapara no 10 KOHTYPHBIX | HSHHIOD, YCIOBHA XPaHEHHA, YCIOBUA
AYEHKOBEIX YMAKOBOK, Ha Mayke AOMOJIHUTENbHO yKa3blBaloT «/Ins crauuo- | ornycka, «CTepHabLHON, PEayNpeaUTeb-
HapoB» 6e3 yka3aHui yCcnoBuit OTIycKa. Hele Haanucu «[IpUMEHSTE Mo Ha3Have-
IIpu ynakoske npenaparta no 50 uiax 100 KOHTYPHBIX SUEHKOBbIX YNAaKOBOK | HHIO Bpaua», «XpaHHTb B HEAOCTYNTHOM
Ha 3TMKCTKE YNaKOBKH AOMOJHHTENBLHO yKa3kiBaloT «Ans crauuoHapoB» Ge3 | ana geteit mecten, «He ucnonb3osars no
yKa3aHHs yCNOBHiA OTIyCKa ¥ MPEAYNpeauTenbHOM Haanuck - «[IPUMEHATh | MSTEYEHMHM CPOKA FOAHOCTH, YKa3aHHOro
M0 Ha3HauCHMIO Bpayay. Ha yNaKoBKE», HOMEP PErHCTPALIMOHHOTO
MapkupoBka TpaHCNOPTHOH Tapsl B COOTBETCTBUH ¢ P3-61. Y.10CTOBEPEHHS, HOMEpP CEPHH, CPOK roA-
HOCTH, IUITPHUX-KOZ.
Haneceua unopmauus ans MOHHTOPUHIa
ASHKEHUS NeKapCTBEHHOrO Mpenapara ot
MPOU3BOANTENS 0 KOHEYHOrO MoTpe6uTe-
2.
XpaHuTb B 3aLMILEHHOM OT CBETa MECTE, NPH Temnepa- | B 3auuiueHHOM OT CBETa MeCTe, NpH TeM-
XpaHenue o &
Type He Bbliue 25°C naparype He Bbiine 25°C
Cpok roaHocTH 3 roxa a0 03.2029 r.

3aknouenne: HTHHBEKTPAH®

, PACTBOP U1 BHYTPHMBIILEUHOrO M BHYTpUCYCTaBHOro BBeaeHus 100 mr/mn, 2 ma Ne

10, cepus 170326 cootsetcTByeT TpeboBanusM HJJ JIH-NQ(OOI7/8,1'):(PL[L:,RU)-_O60225

/

Hauvaneuuk OKK

NOAMNHCH

/'Kapauypuna JL.T.

2

MepepaH yepes [lnafok 16.10.2026 16:19 GMT+03:00;
b1de432e-f606-49f5-a034-ccb556094b10
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