AO «OKODAPMILIIOC
142279, MOCKOBCKAS ORIACT, CEPTTYXOBCKOM PAROH, P.IL. OBOJIEHCK, 3XAHHE 89, TEJL (495) 580-95-98

PASPEIIIEHUE HA BBIITYCK CEPHUH Ne 328
or «17» aBrycra 2021

Msorwo, YnomnomogennbiM oM AO «DxodapmIluoc», nposepes aHamns «Jocke Ha
CepHIO» CIICAYIOLIHX JIEKAPCTBEHHBIX NMPENaparos. ‘

Toprosoe HaHMEHOBAHHE Pokypouui

MHH Poxyporus 6pomun

JlexapcreenHas hopma PacTBOp [1s BHYTPHBEHHOIO BBEACHHSA

Jlo3upoexa 10 Mr/Mn

DopMa BBITTYCKA Pacrsop nns BHyTpuBEHHOTO BBeneHusA, 10 Mr/mn (amrryna)
5 mut % 5 (na4ka KapTOHHAN)

Howmep cepru 260721

O6bem cepun 6520 nauex

Jlata npousBoacTsa 30.07.2021 r.

Topex po VIII 2024 r.

ITpou3BOACTBEHHbIE TUIOIIAAKY, Y4aCTBYIOUIHE B IPOLIECCE TIPOH3BONCTBA JIEKAPCTBEHHONO
npenapara, ¢ YykasaHWeM CTaiuMi [pPOM3BOACTBA, HasBaHMt M (AKTUYECKHX aapecoB
MECTOHAXOMACHHA

IIpoussonurens (Bce cramuu | Axuuoneproe ofmectso «xo®apmILmocy

NIPOM3BOJICTBA) (AO «Bxo®apmIlmocy), Poccus
Howmep H nara | JITT-005812
PerucTpanoOHHOIO or 25.09.2019r

OCTOBEPEHHA
Howmep HopMaTueHO# | JITT-005812-250919, usm. Ne 1-2,
JOOKYMEHTaUHH

Haumenosanne 1 ampec | AxuuorepHoe obmectso «xoPapmILmocy

nepxarens perucrpaquonHoro | (AO «Jxo®Papmilnocy), Poccus

YAOCTOBEpEeHUs 142279, Mockosckas o6n., Cepryxoscku#l paiion, p.n.
OGonenck, 21. 89, oduc 1.

Ha ocHOBaHUM aHaNM3a yKa3aHHEIX 0KYMEHTOB:

1. [lonTsepxnaio, 4YTO NEKApCTBEHHOE CPeACcTBO POKYpOHWH, pacTBOp A
BHYTPHBEHHOro BBeneHus, 10 mMr/mn (ammyna) 5 mm x 5 (nauxa kapToHHas), cepus
260721 npousBeneHo M HCHLITAHO B coorsercrsuu ¢ HJI JIT-005812 — 250919,
M. Ne 1-2, cornacrq neficTeyromeMy 3akoHoAaTenseTBy Poccuiickoit denepauuu u
TpebOBaHMAMH PErHCTPALIHOHHOIO OChE.

2. IMomreepxnaro, 4TO NpoLECC NPOM3BONCTBA OCYINECTBIEH B COOTBETCTBHH G
«[Ipasunamu Hagnexxamen TPOUIBOACTBEHHOH IIPAKTHKM.
3. Paspemaro Bbiyck IAaHHOMN Cepru B rpasknaHckuii obopor

YnonHOMOYeHHO THIO %wp e Eropos J1.B.
r Li



AO QKODAPMILTIOC»

142279, MOCKOBCKAS OBJACT, CEPITYXOBCKHH PAHOH, P.1. OBOJIEHCK, JNAHHE 89, TEJL (495) 580-95-98
OACIOPT Ne 328 or 17.08.2021 r.

HaumenosaHue nipenapara; PoKypoHuii, pacTBOp /it BHYTPHBEHHOI0 BBEACHHS 10 mr/mn (ammyna) X §
ma Ne 5 (ma4xka KapTOHHAs).

Cepusi: 260721
Nara npoussoncrea: 30.07.2021 r.
KorTpons posezien B coorsercraiy ¢ JITT-005812-250919, mm. Ne 1-2.

Komuectso; 6520 nagex.
Topex po; 08.2024 r.

Ne | Haumenosanue TpefoBanus HOPMATHBHOH P i
it AN S — e3yJIbTAT HCObITAHH
1 Omucasue  |[Ipospagssiit pacTeOp OT GECLIBETHOTO 10 MpospadHbiil pacTeOp OT BECLBETHOTO A0
CBET/IO-KOPHIHEBOrO IBETA. CBET/IO-KOPHYHEBOrO LBETA.
2 Tommsmocts [BIXX. Bpems 3anepiBaiis OCHOBHOTO MHKa Bpems yAepKUBAHMS OCHOBHOTO ITHKa Ha
Ha XPOMATOrPaMMe HCITLITYEMOrO pacTsopa XPOMATOrpaMMe HCIBITYEMOro pacTeopa
JIOJDKHO COOTBETCTBOBATD BPEMEHM YACDKH- COOTBETCTBYET BPEMEHH YACPXHBAHHI OC-
BaHHA OCHOBHOTO ITHKA Ha XPOMATOrpamMme HOBHOTO TTHKa Ha XPOMATOrpaMMe pacTeopa
pacTsopa cpasHeHus (a) B ucrsiTanuy «Komu- cpaBsHeHus (3) B HCITRITAHMN «Komave-
YECTBEHHOEC OIPEHCICHHED. CTBEHHOE OIPEOLTICHHEY.
3 Tpo3spasxocts | [Ipenapar gormkeH GLITh TPO3paHbIM. TIpenapat NpO3pa4HBLI.
4 Hsersnocts TIpenapar J0/DKeH BRICPKHBATH CPaBHE- NHTEHCHBHOCTD OKPaCcKH Nperapara He
Hre ¢ yranonoM BY's wm Bs. npeBwmaeT okpacky 3ranoros BYsu Bs.
5 pH 0r338 m04,2 4,03
6 Hasnexaemeri q
ofinei & MEHEE HOMHHAIILHOTO. CooTtBeTcTBYET
7 Mexaumgeckue | BranMele MEXAHHHECKHE BIITHOYEHAT BupaMBIX MEXaHHICCKMX BITIOUEHHNA He
BK/IOYEHHA - | JOTDKHE! COOTBETCTBOBATE TPEOOBAHUAM. oBHAPYKEHO.
HeBumaMpie 9acTHIIb: HesrauaMele YACTHIEL YACTHIL PA3MEPOM
gacTuy pasmepom Gonee 10 Mxm - e Bo- Gonee 10 mum -menee 6000/amimya,;
nee 6000/ammryiy; uacTui pasmepoM Gonee 25 Mxm - MeHee
yacTHu pazmepom Gonee 25 mxM - He Bo- 600/amrTyna.
nee 600/amrryiry.
8 Poncrsennmie | BOXKX,
NPHMECH ITprmecs C - ve Gonee 3,0 %; ITpumecs C - menee 3,0 %; Eaunminan
Jlio6oit ApyTol eAMHUYHOR MPUMECH - He Gonee | MPHMECH ~ MEHES 0,2 %, Cymma npumeccH
0,2 %; - menee 3,3 %.
Cymma npameced - e Gonee 3,5 %.
9 BaxreprambHbie
sxnoroxcunnr  |He Gonee 41,6 E9/ma. Menee 41,6 E9/mn
10 CrepwisHocts  |[Ipenapar no/mkeH OBITh CTEPHILHEIM. CrepuIBHbIA.
11 | Komraecrsermoe |BIXX. Conepxarme poxyporus Spomuza s 1
onpeneneHMe  |MI mpenapata KOO Gbits ot 9,5 Mr a0 10,5 10,1 mMr/mn.
M.
12 Ynaxoska B coorsercreum ¢ tpeSosanmamu HIT: ITo 5 mn B amITynax HEHTPATEHOrO CTCKIA.
Mo 5 Mn B amITyNsl HEHTPAIBLHOrO CTEKNA. TTo 5 aMITyN YNAKOBAHO B KOHTYPHYIO AH€H-
ITo 5 amrryn YHakoBEIBAIOT B KOHTYPHYIO f4eHKO-  |KOBYIO YTAKOBKY H3 IIBX ruienkn. 1 KoH-
By10 ynakoBky w3 [TBX ruiexxn. TypHAS TYEHKOBAA YTAKOBKA BMECTE C HH-
ITo 1 KOHTYpPHO#E F4EHMKOBOH YNIAKOBKE BMECTE C | CTPYKLIHCH N0 MPUMCHEHHIO NOMCIICHDI B
MHCTPYKLHEH MO MPUMEHEHHIO TIOMELIAIOT B MAYKy H3 KapTOHA,
NAYKY U3 KApTOHA.
13 Mapimposka | Ha 3THKeTKS aMITy/Ibl Ba PYCCKOM AIBIKE YKasel- | Ha 9THKETKE aMITy/IBl Ha PYCCKOM AIBIKE
BAIOT: TOProBOE HA3BAHKE IPENaparTa, MEXIYHa- |yKasaHO: TOProBOE HA3BAHHME MPCTAPaTa.
POAHOE HEMATEHTOBAHHOS RA3BAHME, JICKAPCT- | MEKAYHAPOAHOE HEMATCHTOBAHHOC




BEEHYI0 (OpMY, KOHIEHTpalmIo, 00béM npenapara B
MJI, HASBAHHE W JIOrOTHN (MPME - NPOH3IBOAKTE-
NI, HOMEDP CEPHM, JaTY OKOHIAHEAA CPOKA I'0XHOCTH.
Ha xapronnoii mauxe Ha PyCCKOM A3HIKE yKa3slsa-
I0T: TOPrOBOE HA3BAHMC TMpPENapara, MEXAIyHa-
POAHO¢ HENATEHTOBAHHOE HA3IBAHHE, JICKAPCTBEH-
Hy10 $OpMY, KOHLEHTpauHIio, ofbeM npenapara B
MII, KONHYECTBO aMIyN B YNAKOBKE, IPCAYTIPCHH-
TenbHeiC HaanucH: «CrepuneHon,  «BHyTpHBeH-
HO», «XpaHuTL B HEAOCTYIHOM JJIf ASTCH Me-
cren, «He npumensTs Mo ueTeweHMM Cpoxka  roa-
HOCTHY, «IIpHMEHATS DO HA3HAYEHHIO BpAYAY,
YCNOBHSL XPAHEHMS, COCTAaB TEKAPCTBEHHOrO Mpe-
napata Ha | M1, HAaUMCHOBAHHE (HUpPMEI-
NPOH3BOAMTENS, eg JIOroTHN, aapec,
Ten/dakc, HOMEP CEpHH, JATY OKOHYAHHS CpO-
Ka rOTHOCTH, YCNOBHA  OTHYCKa, IOTPHX-KOZ,
HOMEP PEriCTPALMOHHOrO YAOCTOBEPEHHS.

Ha navxy nonmomHETensHO AOMYCKASTCH HAHECEHHE
CPEACTB MACHTHOMKAIHM /18 MOHHTOPHHTA JBH-
KCHHA NeKapcTeeHHbIX npenaparos (M) mero-
AOM NEIATH HIH B BHAC CAMOKNIEAIIETocs CTHKEPA.
Homep cepum ¥ CPOK rOAHOCTH JOMYCKAETCS HAHO-
CHTb Ha MAYKY METONOM THCHEHWS WJIH MEYaTH, WIH
B BHIE CAMOKIIEAINEIOCH CTHKEDA.

HA3BAHKE, JIEKAPCTREHHAS HOPMA, KOH-
uenTpaims, o&sém npenapata B MiI,
HA3BAHKWE ¥ JIOroTHI (PHPMBI TPOH3BOAHM-
TENd, HOMEP CCPHH, AaTa OKOHYAHHA CPO-
Ka rogaocTd, Ha xapToRHONi nauke na
PYCCKOM SI3BIKE YKA3aHO: TOProBOe
HA3BAHWE NPENapaTa, MEXIYHAPOAHOE
HEMATeHTOBAHHOE HA3BAHME, JICKAP-
CTBeHHAs QopmMa, KOHLEHTpawHs, obbem
MPENApaTa B M, KOMHIECTBO aMITY.T B
YTIAKOBKE, MPEAYTIPEAUTELHAIC HAATIHCH:
«Crepuasnoy, «BayrpusenHo», «Xpa-
HHTH B HGIOCTYITHOM JUIA JETEH MECTE,
«tHe NpUMEHSTL NO HCTEUEHHH CPOKa
rogsocTuy, «IIpUMEHITS N0 HA3HAYECHMIO
Bpauay, YCIOBHE XPAHEHH, COCTAB Je-
KapCTBEHHOrO mpernapara Ha | M,
HAWMEHOBAHHE QHPMEL ~IPOHIBOAMTENS,
eé nororumn, aapec, Ten/dakc, Homep ce-
PHMH, JaTa OKOHYAHUS CPOKA FOZHOCTH,
YCNOBME OTIYCKA, INTPHX~-KO, HOMEp pe-
THCTPaIMOHHOrO YAoCTOBepeHus. Ha
Nay4Ky AOMONHHTENBHO HAHECEHO CPEH-
CTBO MACHTH()HKALMH U1 MOHHTODHHTA
ABHEHHSA JICKAPCTBEHHBIX NPENAPATOB
(MJIJTTT) B BHAE CAMOKIEAIIErOCT CTHKE-
pa. Homep cepun M ¢pOK rogHOCTH HaHe-
CCH HA NMa4Ky B BHJE CAMOKIIEALICTOCS
cTHKEpa

14 Xpanenue  |B samumersoM OT CBETA MECTE [IpH TEMIIEPaTyPe HE C —
Brume 8 °C. yer
13 Cpox
oA 3 ropa Ho VI 2024 r.

Havamermx OKK




