AO QKOD®APMILTIOC» Ry

142279, MOCKOBCKAS] ORJIACTD, CEPIIYXOBCKON PAIOH, F.11. OBOJIEHCK, 3J1AHHE 89, TEJL (497) 3B0-93-98

PA3SPEIIEHHUE HA BBIITYCK CEPHH Ne 430
ot «12» oxkTabps 2021 .

Msoro, YronHomoueHHsIM JHLOM AO «Qxo@apmllnocy, NpoBEACH aHATH3 «Jlocbe Ha
CePHIOY CIENYIOIHX JIEKAPCTBEHHbIX NPENapaToB:

Toprosoe HaUMEHOBaHKE PoxypoHuH

MHH PokypoHust OpoMHI

JlexapcTBeHHas Gopma PacTBOp mJisi BHYTPHBEHHOIO BBENCHHS

Jlo3nposka 10 mMr/mn

dopma BHINYCKa PacTsOp JUlsi BHYTPHBEHHOrO BBeleHus, 10 Mr/mn (ammyna)
5 M1 % 5 (nauka KapTOHHAsA)

Howmep cepun 460921

ObneM cepru 6500 nauex

Jara npou3BONCTBa 19.09.2021 r.

Tonen no X 2024 r

TIpoM3BOACTBEHHbIE MIIOMIAMIKH, YYACTBYIOLIME B NMPOLECCE NPOU3BOACTBA JIEKAPCTBEHHOMO
npenapara, C yKa3aHWeM CTaiuil MPOM3BONCTBA, Ha3BaHUHA M (AKTHYECKUX aJpecoB
MECTOHAXOKICHHUA

Ipoussomurens (Bce cramuy | AKuuoHepHOe 06LECTBO «dxodapmllmocy

NPOU3BOACTBA) (AO «DxoPapmlLmocy), Poccus
Homep % para | JIIT-005812

perucTpalHoOHHOIO ot 25.09.2019 .

YIOCTOBEPEHHSA

Howmep HopmarusHoii | JIT1-005812-250919, usm. Ne 1-2.
HNOKYMEHTaLMH

Hanmenosanme u  anpec | AxunoHepHoe obumectso «JxoPapmllmocy

nepxarens peructpauuontoro | (AO «Ixo®apmlLocr»), Poccus

YHOCTOBEPEHHUS 142279, Mockosckas 06n.,, CepryxoBcku# paHOH, p.IL
O6oneHck, 31. 89, opuc 1.

Ha ochoBanuH aHaIM3a YKa3aHHBIX HNOKYMEHTOB!

1. [TonTBepaar, HTO NEKapCTBEHHOE  CPEACTBO Pokypouuii, pacTeop A
BHYTpUBEHHOTrO BBefeHns, 10 Mr/mi (ammyna) 5 M X 5 (nauxa KapTOHHAsA), Cepus
460921 npousseneHo M WcmbITaHO B coorsercTMH ¢ HJI JII1-005812 - 250919,
w3M. Ne 1-2, cornacHo AEeHCTBYIOLIEMY 3aKOHOAATENbCTBY Poccuiickoit denepauun 1
TpeDOBaHMAMM PErHCTPALIMOHHOTO AO0CHE.

2 TMoaTBepknaw, 4YTO NpOLECC NPOM3BOACTBA OCYLIECTBJIEH B COOTBETCTBMH C
«ITpaBunamu Hajyexaulei NPOU3BOACTBEHHOH NPAKTHKID).
3 Pazpemnaio BEITYCK HAHHON CEPUH B FPAKAAHCKHH obopor.
VIIOTHOMOYEHHOE JTHLIO W - Eropos .B.
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AO OKODLAPMILTIOC»

142279, MOCKOBCKAS OBJIACTD, CEPITYXOBCKHUH PANOH, P.IL. OBOJIEHCK, 3[IAHUE 89, TEJL (495) 580-95-98

MMACIIOPT Ne 430 or 12,10,2021 .

Haumerosanue npenapata: Poxypoumuii, pacTsop Aust BHyTpHBenHoro Beefenus 10 mr/ma (amoyaa) S ma
X § (mayka KapTOHHANA),

Cepusi: 460921
Jara npowssoncrsa: 19.09.2021 r.
KorTpons nposeneH B coorsercrauy ¢ JITT-005812-250919, nam. Ne 1-2,

Konuuecrso: 6500 nagex
Tonen no: 10.2024 r,

Ne | Haumenosanue TpeGoBaHnus HOpMATHBHOH
b " oKy MeHTAIMH Pe3ynsTaT HCNbLITAHHH
| Ommcanme [TpospadHkIi pacTBOp OT BECLBETHOrO A0 [Npo3paqsslit pacTBOp OT GECLBETHOrO A0
CBETJIO-KOPMYHEBOIO LIBETA. CBET/I0-KODHYHEBOrO LIBETA.
2 IMopmmrocts  |BOXKX. Bpems sagepusanis OCHOBHOTO ITHKA Bpems yaep»uBaHHs OCHOBHOrO ITHKA Ha
HA XPOMATOrpaMMe HCITLITYEMOr0 pacTBopa XPOMATOrpaMMe HCILITYEMOr0 PacTeopa
JIOJDKHO COOTBETCTBOBATh BPEMCHH YACPMH- COOTBETCTBYET BPEMCHH YACPKHBAHHSA OC-
BAHHA OCHOBHOIO ITHKA HA XPOMATOrpaMme HOBHOrO ITMKA Ha XPOMAaTOTpamMMe PacTBOpa
pacteopa cpasHeHus () B wenbiTanuu «Komu- cpasuenus (a) B uenbiTanun «Komide-
YECTBEHHOE ONPEACICHHED. CTBEHHOC OMPEACTICHHED.
3 I'lpo3spaunocts  |[Ipenapat nomkeH OBITh MPO3PAYHELIM. Ipenapar npo3payHbIH.
4 Lgetnocrs  |[Ipenapat momKEH BBIEPIKHBATD CPABHE- HHTeHCHBHOCTD OKPACKH Npenapata He
HHe ¢ yraionom BY's uan Bs. npeBsImaeT oKpacKy 3TanoHos BY's u Bs.
5 pH Or 3,8 n04,2 3,96
6 Wapnexaempiit
i He MeHee HOMHHAIBHOTO. CoorsercTByeT
¥ Mexammieckie | BumiMele MEXaHHYECKHE BKITIOYCHIS BHIMMBIX MEXAHHIECKHX BKTIOYEHUH HE
BIUTIOYEHHMS | OJDKHBI COOTBETCTBOBATH TPEOOBAHMAM. oBHapYXKEHO.
Hesuaumeie vacTHIb: HepuauMble 4aCcTHLBE: 9ACTHI PA3MEPOM
yacTu pasmepom Gonee 10 mMxm - He Go- 6onee 10 mxm -menee 6000/ammyna;
nee 6000/ammyny; yacTHL pasMepom Bonee 25 MxM - MeHee
gacTHL pasmepoM Gonee 25 MiM - He Go- 600/ammyna.
nee 600/ammyny.
8 Poacreennnie | BOXX.
IIPUMECH Ipumecs C - we Gonee 3,0 %, [Tpumecs C - menee 3,0 %; Equnnynas
JIxo60ii Apyroit eaunnuHON npuMecH - He Bonee | mpumecs - menee 0,2 % Cymma npumMecei
0,2 %; - mexee 3,5 %. ; ;
CyMmma npuMeceii - ve Goxnee 3,5 %.
9 BaxrepransHeie
spporokcHusl  |He Gonee 41,6 E9/mn. Menee 41,6 E3/Mn
10 Crepunsiocts | [Tpenapar nomkes ObITh CTEPHIBHBIM. CreprtbHBIH.
11 | Kommaecrsernoe | BOXX. Conepxanue poxyporus GpomMuaa B 1
ONpeAE/IeHHE | M npenapara AOIKHO Gtk oT 9,5 Mr g0 10,5 10,06 mr/ma.
M. )
12 VYnaxoska B coorsercreuu ¢ TpeGosarnamu HIL; ITo 5 M1 B ammmynax HEATPANBHOTO CTEKNIA.
Mo 5 M B aMITy Bl HEHTPAILHOrO CTEKIIA. ITo 5 amITyn yIAKOBAHO B KOHTYPHYIO AHCH-
ITo 5 amITy/ YIIAKOBBIBAIOT B KOHTYPHYIO A4eiko-  |KOBYI0 ynakosky u3 [TBX mnesct. 1 xOH-
BY10 ynakoBky u3 [IBX rmnexku. TypHas s4eHKOBas yNakoBKa BMECTE C HH~
ITo 1 xouTypHOI A4EHKOBON YIAKOBKE BMECTE ¢ |CTPYKUMEH N0 MPHMEHEHHIO TOMEIICHE! B
HHCTPYKLMEH 1O NPUMEHEHHIO MOMEIIAIOT B NayKy W3 KapToHa.
NauKy U3 KAPTOHA.
13 Mapxuposka | Ha smuxerke ammysmst HA pyCCKOM f3blke YKasbl- | Ha 9THKeTKE aMITY/TBI HA DYCCKOM A3BIKE

BAlOT: TOPrOBOE HA3BAHHE Npenapara, MEXxXAyHa-

POAHOE HENMATEHTOBAHHOE HA3BAHUE, JIEKAPCT-

YKa3aHO. TOProBO¢ HA3BAHHE NPENaparTa,

MEXIAYHAPOIHOE HEMaTeHTOBAHHOC




BCRHYIO JOPMY, KOHIIEHTpALUIo, 06séM Npenapara B
MJI, HA3BAHHE H JIOTOTUNI (PHMPMBI - IPOHIBOAHTE-
711, HOMEP CEPHH, JATY OKOHYAHHKA CPOKA IO AHOCTE.
Ha xapronmo#i mauke Ha pycckoM si3bike yKassiBa-
IOT! TOPTOBOE HA3BAHME TPEMapaTd, MeXAyHa-
POZHOE HENATCHTOBAHHOE HA3BAHME, [EKAPCTBEH-
Hy10 (opMy, KOHUEHTpaumio, ofbeM npenapara B
MJI, KOJIHYCCTBO aMINyNl B YNAKOBKE, NMPEeAyNpeIu-
TeabHbIC HaamucH: «CrepumbHO»,  «BHYTpHBEH-
HO», «XpaHHTb B HEZOCTYNHOM /IS JETeit Me-
cren, «He npuMmensTs MO MCTEueHMH Cpoka  rog-
HOCTHY,  «(IlpuMEHATE N0 HA3HAYECHHIO Bpauay,
YCIOBHSL XPAaHEHMA, COCTAB JEKAPCTBEHHOTO Npe-
mapata Ha | Mn, HamMeHOBaHME  UpMbI-
IIPOH3BOIHTENS, eé JIOTOTHII, aapec,
Ten/ake, HOMEp cepuu, ATy OKOHYAHMA cpo-
K3 TOZHOCTH, YCNOBUS  OTNYCKA, LITPHX-KOJ,
HOMEP PErHCTPALHOHHOTO YAOCTOBEPEHHS,

Ha nauxy nonomsurensro nonyckaerca nanecenne
CPEACTB HACHTHOHKALMH [/I MOHHTODHHTA ABH-~
HKCHHA JIeKapCTBEeHHbIX mpenapatos (M) mero-
AOM NEYATH HII¥ B BUAE CAMOKJIEALLErOCs CTHKEPA.
Homep cepum n cpok roaxoctu somyckaercs mamo-
CHTB HA MNa4Ky METOAOM THCHEHHS HJIM NEYATH, HIH
B BHJIE CAMOKJIESIIErOCA CTHKEPA.

Ha3BaHME, 1€KapCTBEHHAS BopMa, KOH-

LeHTpaums, o6péM npenapaTa B M,
Ha3BaHHC H JIOrOTHIT PHPME! TPOM3BOIH-

TENA, HOMEP CEPHH, JaTa OKOHHYAHHS CPO-
ka rogsocty, Ha xaproxnoii nauke na
PYCCKOM $I3BIKE YRA3AHO! TOProBOE
HA3BAHHE NPENAPaTa, MEKAYHAPOIHOES
HEMATEHTOBAHHOE HA3BAHME, JIEKap-
CTBEHHAs (HopMa, KOHLEHTPALMA, 0OBEM
Tnpenapara B MJI, KOHYCCTBO aMITyJl B
YTaKOBKE, IPEAYNPEAHTEIbHEIC HATHCH,
«CrepunbHoy, «BHyTpuBenHo», «Xpa-
HHTDb B HEJOCTYITHOM JUIA JIETeit MecTey,
«He npumensTs o ucTeweHuu cpoxa
TOAHOCTHY, «([IPHMEHSTL 110 HA3HAUCHHIO
Bpayay, yCIIOBHE XPAHEHHS, COCTAB Jie-
KapCTBEHHOrO npenapaTa Ha 1 Mo,
HAaHMEHOBAHHE (DHPMBI ~ITPOM3BOAMTEIS,
€& noroTun, aapec, Te/axc, Homep ce-
PHH, JaTa OKOHYAHHSA CPOKA FOZHOCTH,
YC/IOBHE OTITYCKA, LITPHX-KOA, HOMEp pe-
THCTPALIMOHHOTrO yaocToBepenns, Ha
NayKy AOMOMHHUTENBHO HAHECEHO CPea-
CTBO HACHTH(DHKAIMHA 71T MOHHTOPHHTA
ABWKEHHUA NIEKAPCTBEHHBIX MPENapaTos
(MJIJIIT) B BHAE CAMOKNEAINErOCH CTHKE-
pa. Homep cepui 1 CPOK NOAHOCTH HaHe-
CEH Ha NayKy B BHIE CAMOKIEALIErocs
CTHKepa

14 Xpanerve  |B saummmenrHOM OT CBETA MECTe TDH TEMTIEPAType He Coorsercrayer
Boine 8§ °C.
15 Cpoxk
e 3 roma HoX 2024 r.

3axumouenne: PoxypoHuit, pactsop aa BHYTPUBEHHOTO BBeeHMA 10 mr/mi (ammyna) 5 mn X 5 (mauka kap-
TOHHas1) ceprst 460921 cootserctayer TpebosanmsM JITI-0058 W@Qj?;gsg. Ne 1-2.
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lapynos J1.T.




