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3A0 «Ob6uuHCKay XHUMHKO-(hapManeBTHYeCKas KOMIIaHUI»
Poceus, Kanyxckas ofnacts., r.o. "O6HHHCK", r.O6uunck, Kuesckoe mocce 30. 3a, c1p. 3
Ten/Gakc (484) 399-38-41
MACIIOPT Ne 2/Hopanpenanus 4 m
Haumenosauue: HOPAJIPEHAJIMH AreTaH, KoHUeHTpaT g TIPHTOTOBNEHNS PacTBOpa AN BHYTPHBEHHOIO
BBEACHHA, 2 Mr/Mn (amnyna) 4 mn x 10 (nauka kapronHas)
[Mpoussoautens/®acosmu: JlaGoparopus Areran, DOpanuus

Ynakosumk/Beimyckaromii KOHTPOIb: 3A0 "OX®DK", Poceus

Howmep cepun: J0397A01 Hara npoussoncrea: 15.02.202] -
Homep cepuu "un Ganx": J0397A01]

Hara (acoBKH/ymakoBKky: 18-19.04.2021 ..

Konuuecrso: 8 937 yn

Hara semycka: 07.05.2021 r.

AHaJIN3 BHIMOJIHEH B COOTBETCTBHH ¢ HCP-002181/08m280308, MM 1,2, 3

Haumeuosanﬂe [oKazareneif

Tpebosanus HI

Peaynetarel aHanusa T

1. Onucanue

Tlpospaunas Gecusernas xuukocts

Ipozpaunan Gecusernas KHIAKOCTH

2. NoanuunocTs

Bpems ynepskusanns ocHosHoro nara Ha
XpOMaTorpamMme HenbITYeMoro pacTeopa

AONKHO COOTBETCTBOBAThH BPEMCHH CODTBIE.'TC‘I‘ByET
YAEPKHBAHNSA [THKA HOPaNPEHATHHA Ha
XpOMaTOrpamMme CTaHRapTHONO pacTteopa
Tpenapar nomxen Gpits NPO3payvHbIM HAK
3. Ilpospayxocts HE [IPEBLILIATE ONANECUEHLHIO STAT0HHOTO Ipo3paunsiii
pacTtsopa [
OJIXKHa GI:ITB HE HHTEHCHBHee ATAIOHA
4. LgetHocTs A BYe Menee staona BYs
5. pH Or 3,0 10 4,5 3,5
6. Mexaunyeckue BKITIOYEeHNS
- BAOIHMBbIE B coorsercTsun ¢ TpeboBaHHAMHU CooteercTayior
- HEBUIHMEIE He Gouiee 6000 yacruy pasMepom 301 yactiua s ammysne

10 Mk™m 1 Gonee B amnyne,
He 6osiee 600 yactun pasMepom
25 mkM ¥ Gontee B aMnyne

14 yacthu B amnyne

7. NocToponnue NpHMecH

L

HOpaapeHanona - ve Gonee 1,0%
HOpanpeHoxpoma - we Sonee 0,1%
anapexanuia - He Gonee 1,0%
anpenanosxa - ue Gonee 1,0%
alipeHoxpoma - He Gonee 0,1%
CYMMa HeHACHTHGHIHPOBAHHEIX NpHMeceH
- He Gonee 1,0% Cymma
npHMmeceii - e Gonee 3,0%

HOpanpeHanoHa - ne oGHapyxeno
HOpaJpeHoxpoma - He 0GHapykeHo
aapexanuya - 0,02%
allpeHanona - He 0OHapyxeHo
AIpeHOXpoMa - He 0OHapyxeHo
CYMMa HEHIACHTHDHIIHPOBAHHRIX
Npumeceit - 0 %

CyMma npumeceii - 0,02 %

8. HoMuHaneHeIi obsem

He meHee nomuHabHOrO (4 mm)

4,2 Mn

9. Baktepuansusle SHJIOTOKCHHBI

He Gonee 1,5 ED/ma

Mesnee 1,5 E3/mn

10. Crepunsnocts

Tpenapar nomker oo CTEPHIILHEIM

Crepuabnbit

I'. KonmuectBenHoe onpegesnenpe

Hopanpenanuua TapTpara
Harpus xnopuna

Ot 1,9 10 2,1 mr/ma

Ot 7,98 10 8,82 Mr/ma

1,95 Mr/ma




12. YnakoBka

xnacca L
[To 5 ammyn nOMEILAIOT NABCTHKOBYIO KOPOGKY ¢
sueftkamu. [To 2 kopoBku (10 amnyn) sMecte ¢
uncrpyxuucn 10 NPHMEHEHHIO NOMSLLAIOT B NAYKy
KAPTOHHYIO

ITo 4 mn unu 8 ma B amnynsl M3 GECUBETHOrD CTeKna

ITo 4 mn B aMnyns! U3 GECLBETHOrO CTEXNA KNAcea
L [lo 5§ aMnyn NOMECTANH B IIACTHKOBYIO
kopobky ¢ asefixamu. INo 2 xopobikn (10 amnyn)
BMECTE C HHCTPYKUHEH NO NpHMEHEHHIO
MOMECTHITH B NAYKY KAPTOHHYIO

13. Mapxkuposka

1). [lepaiynan ynaxonka nexapeTaeHHOro

npenapara. Ha atukeTxe aMOynLl HA PYCCKOM A36IKE
YKa3kI82I0T TOProBOE HAHMEHOBAHUE Npenapara,
MEXYHAPO/IHOE HENATEHTOBAHHOE HAHMEHORARHE,
NEKAPCTBEHHYIO OpMY, KOHUEHTpaLLO, 06BEM
Npenapara B aMnyne B MHAHTPEX, CONEPXanHe
aKTHBHOTO BELIECTBA B AMIYNE B MHAIHIPAMMAX,
“CrepunsHo", "BHYTPHBEHHO" HAHMEHOBAHHE
npoussonuTens (narHyckiMn Gykaamu), 3aBojckolt
KOZ YNaKOBKH, MaTPH4HBIH KO, HOMEp CEPHH, ABTY
H3rOTOBJICHHA, CPOK FrOAHOCTH.
2). Bropuunas (norpeSuTtensckas) ynaxkoska.

Ha nauxe xaproHHO# Ha pycCKOM A35IKE YKA3HIBAIOT
TOProBoe HAHMCHOBAHHE Npenapara,
MERIYHAPORHOE HENATEHTOBAHHOE HAHMEHOBAHKE,
JIEKApCTBEHHYIO (OPMY, KOHLEHTpaLHI, 06BEM
npenapata B aMnyne B MHITUAHTPAX, COAEPXAHHE
AKTHBHOrO BEUIECTBA B AMIYNE B MALHIPAMMEX,
COCTAB, KOIIMMECTBO AMNYN B YAKOBKE,
npeaynpeautensnsie vaanuck (" Xpannts 8
HenocTynxom pan aeteli mecrel”, "Ipumenats no
HasHaxennio spata”), "Creprnsno”, "Buyrpusenno”,
YCIOBHSA OTIYCK&, YCNOBHA XPEHEHAA,
HAUMECHOBAHHE H 8APEC NPOHIBOAUTENA H €ro
ToBapHuilt aHaK (naTHHCKHMH GyKBamu),
PerucTpaLHoHHbI! HOMEP, HOMEP CEPHH, JaTY
M3TOTORNEHHS, CPOK MOIAHOCTH, ITPHX koA, Ha
NaYKe 1a AHrNUHCKOM A3bIKE AONONHHTENLHO
YKa3hiBRIOT TOProBOE HAHMEHOBAHHE Npenapara,
MmyanﬁnHOﬂ HENATCHTOBAHHOE HAHMEHOBaHHE,
JIBKBPCTBEHHYIO (OPMY, KOHUCHTPAUKIO, 0GBEM
Npenapata B 8MNYyNe B MITHIHTPAX, COABPRKAHHE
8KTWBHOIO BELECTSA B AMMYNE B MILTUIPAMMEX,
KQMIMYECTBO aMNyN B ynaxoske, "Sterile”,
"Intravenous route”, [loNONHHTENLHO YKE3LIBAIOT
COKPAWEHHOS HAMMEHOBAHHE, lOpHaHYEcKuit anpet
W TenedoH/dake NpeAnpHATH YNaKOBILHKE,
NONYCKAETCA HAHCCCHHE CPENCTB HACHTHHKALMH
LN MOHHTOPHHTE SBHXCHHA 1EKAPCTBEHHBIX
CPEACTE NPenapatos.

1). [epanynas ynakosxe NeKapcTBEHHOTO

npenapara. Ha 3THKeTKE aMIyNbl HA PYCCKOM
A3BIKE YKA3BHO TOPrOBOE HAHMEHOBAHHE
NIPENApATa, MEXAYHAPOAHOE HENATEHTOBAHHOS
HaUMEHOBANME, NeKApCTBEHHAS (opMa,
KOHUeHTpauus, oGbEM npenapara B aMnyne s
MHATWIRTPAX, COAEPXKAHHE AXTHBHOMO BELLIECTRE
B amnyne B MuUMrpammax, "Crepunsto®,
"BHYTpHBEHHO"  HAHMEHOBAHME NPOHIBOAUTENS
(naruncknmu Gyxsamit), 3asonckolt ko
YNaKOBKH, METPHYMbIH KOA, HOMEP CEPHH, daTy
H3rOTORNEHUS, CPOK NOLHOCTH.

2). Bropuynas (noTpeSHTeNbCKaR) YNAKOBKE,
Ha nauxe kapToHHO# Ha pYCCKOM S3BIKE YKa3aHO
TOProBOE HEHMEHOBAHHKE Npenapara,
MEHAYHAPOAHOE HENATEHTOBAKHOE
HEHMEHOBAHHE, 1IEKapCTBeHHan GopMa,
XOHUEHTpaUHA, 06b&M npenapara 8 aMnyne &
MUUTHIHTPAX, COACPKANNE AKTHBHOTO BELLECTEA
B amny/ne B MWIIKIPAMMaX, COCTAB, KONIHYECTBO
AMIYN B YTAKOBKE, NPEAYNPEAHTENBHBIE HAANHCH
("Xpanuts B HenocTynHoM Ans gereit mectel®,
"[IpHMeHATS N0 HA3HAHEHHIO Bpaya”),
"Crepunsio”, "BryTpHBEHHO", yenoBHa OTHYCKA,
YCGNOBHA XPaHCHHA, HAMMCHOBAHHKE K aapec
NPOH3BOAMTENA H €10 TOBapHLIA 3HaK
(naTHHCKUMH GyKBaMH), pErHCTPAUMOHRLA
HOMEP, HOMED CEPHH, IATY N3FOTORNEHHA, CPOK
rOAHOCTH, tTPHX koX. Ha nauxe Ha anrnuiickoM
A3bIKE NOMONHHTENLHO YKa3RHO TOProsoe
HRHMECHOBAHNE NPCNapaTa, MeATYHapOAHOS
HEMaTeHTOBAHHOE HAKMEHOBANHE, NEKAPCTBCHHAR
topma, KOHUEHTPaUKS, o6BEM Npenapara B
amMnyne B MHIUBUTMTPAX, CONEPKRHHE AKTHBHOTO
BELECTBA B AMNYITE B MHILIHTPAMMEX,
KOUMECTBO aMmyn B ymaxoske, "Sterile”,
"Intravenous route”. [loNONHATENLHO YKB3BHO
COKpaLUEHHOE HAHMEHOBAHHKE, IOPHAHYECKHTT
anpec H Teneon/axkc
NPEAnpHATHA/YNAKoBILHKE, HAHECEHB! CpeaCTaa
MACHTH(HKAUKK ANA MOHHTOPHHIS IBHKEHHA
JIEXapCTBEHHLIX CPEACTD NPENApATOB.

14. XpaHenue

B cyxom, 3allHILEHHOM OT CBETA MECTE NpPH TeMnepatype He boiue 30 °C

15. Cpox rogHOCTH

2 roza

l

no 01.2023 r.

3akmouenne; HOPAJIPEHAJIMH AretaH, Kop1
BBEIEHHA, 2 MI/MJI COOTBETCTBYeT TpebGoBaH
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3akKpbIToe akuuoHepHoe obuwecTBo «OBHUHCKasA XMMUKO-(hapMaLieBTUYECKaA KOMNaHUA»

(3A0 «OX®DK»)

NuueH3na Ha fneATeNbHOCTL NO NPOM3BOACTBY NeKapcTBeHHbIX cpeacTs Ne00032-N1C ot 21.07.2020 r.

MecTto HaxowaeHus: 249036, Kanyxckas obn., r. O6HuHek, yn. Koponesa, 4.4

MecTa ocyliecTeneRUs NuueH3npyeMolt AeaTensHocTy: Kanyxekas o6n., r. OBHuHek, Kuesckoe wocce, 3a. 107;

Kanyxckas o6n., r.o. «Fopog O6HuHck», r. OBHUHCK, Kuesckoe Wwocce, 34. 3a, cTp. 3

3aknoueHue 0 COOTBETCTBUH npon3BoanTens (MHOCTPAaHHOIO NPOU3IBOAUTENS) NeKapPCTBEHHbIX CpeacTe

ANA MeAWLMHCKOro npumeHeHuna TpebosaHuam MpaBun Hagnexawen NPoU3BOACTBEHHOM NPaKTUKK

Ne GMP-0056-000552/20 u GMP-0056-000553/20 OencTBuTensHo Ao 20.07.2023 r.

Pa3peweHue
Ha BbINyck B obpalweHue (Ha npoaaxy)

N 7939 [21rnc or« OF » _cecf 2021,

| Toprosoe HaumeHoBaHue, NekapcTBeHHas (hopma, A03MPoBKa, (hopMa BbinycKa:

HopaapeHanwH AreTaH, KOHLUEHTPAT ANSA NPUrOTOBNEHUSA PacTBOpa ANA BHYTPUBEHHOro BBEASHUA,
2 mr/mn (amnyna) 4 Mmn x 10 (nayka KapToHHasn)
MHH: HopanuHedgpux

| MpouseoguTens/®acoswuk: MabopaTopua Aretan, ®paHuyusa

Ynakoswuk/ Beinyckawowui KOHTponb kadectea: 3A0 «OX®K», Poccus

Cepus Ne: JO397A01 lopen po: 01.2023 r.

O6bem cepuun: 8 937 yn. [arta npoussogcrea: 15.02.2021r.
Macnopt N2 2/HopappeHanuH 4 mn [ara soinycka: 07.05.2021r.

H: NCP-002181/08-280308, nam.Ne 1, 2, 3

PY Ne: ICP-002181/08 ot 28.03.2008 r.

Brnapeneu PY: NaGopatopus Areran, ®paHuua

Paspelwerne Ha Bbinyck B oOpalyeHue (Ha npogaxy) geicteutensHo ao: 31.01.2023 r.
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(noanuce) (pacwudposka nognucu)
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