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PerucTpanHoHHOe YIOCTOBEpEHHe

MEAHNHHCKOTO I QH? MCHCHUA
JII-Ne(002576)-(PT-RU)

ICTBEHHOTO Hpemapara ajas

SIAPABOOXPAHEHUA
POCCUMCK( ”i“)i- JIEPA]

42841

(HOMep perncTpaUHOHHOTO YI0CTOBEPEHH!S JIEKAPCTBEHHOTO MpernapaTa)

B cooTBeTCTBIH € HpaBHJIBMH PErUCTPaliK H IKCIIEPTH3EI JIEKAPCTBEHHBIX CpeacCTB A Me,LH{H,HHGKOI'O
NPUMEHEHH, HACTOAIIEE PErHCTPAHOHHOE YAOCTOBEPEHHUE BBIJAHO:

' 1 EHHHMEHDBBHHB AepxaTens
| | PErHCTPALMOHHOIO YA0CTOBEPEHMUS: (000 "Danapa"), Poccus
2 Aapec jep:aTesisi perHCTPALHOHHOIO 601122, Bnaaumupcekas o6., [TerymuHckni paﬁ‘ou
| ymocToBepeHHsl: r. [Tokpog, yi. ®pania I_I_l"ro.rn,aepka n.20 >
3 |/laTa perucTpaumn: 21.06.2023 ;
Hata ucredenns cpoka aeiicTBHs - 3
PErucTpaLHOHHOr0 YA0CTOREPEHH S E
5 JlaTa noaTBepAIeHHs pErHCTPALHH - :
(mepeperucTpanum): i
6 | JlaTa BHeceHHs M3MEHEHHI <
(nmepeoopmiieHHST) B PerHCTPALHOHHOE Sl
YAOCTOBEpEHNE: % '
7 | Hara perncrpauuu B peq:epen'nmm 21.06.2023 Z

| rocynachBe'

U [IOATBEPIK/IACT, YTO JIEKAPCTBEHHBIIH NpenapaT 3aperuCTPHPOBAH K paspelleH K MeNIHHCKOMY l'IpHMEHeI{K}(l

__|kapToHHas) (415 CTAMOHAPOR)

Ha TEPPHTOPUH: :
Poccuiickoit @eneparmu =
(rocynapcTso — unen EBpasuiickoro 3kOHOMHYECKOTO COHO3a)
HMugpopmaius o 3aperncTpupoBaHHOM JIEKapCTBEHHOM Mpenapare 5
| 8 !Toprosoe HalMeHOBAaHHeE JIEKAPCTBEHHOT0 3JIbBOHA® '-”
' {mpenapara: =
9 :Memnynaponuoe HelaTeHTOBAHHOE [nroxo3aMiH = 2
{HauMeHoBanue (MHH), nnn o6menpunsitoe i
{(rpynnHpoBOYHOE) HANMEHOBAHHE, HIH -
[XHMHYeCcKOe HAHMEHOBAHNE AKTHBHOI
thapmManeBTHYecKOii cyOCTAHIMA - =
(npu orcyrereun MHH): =
10 |JlexapcTBeHHas dopma: pacTBOP /U BHY TPUMBILIEYHOTO M BuyrpncycTammro
BBEICHHUA 2
11 ,Ilozmponxa(-u) 200 mr/mn S
12 | ®opma(-r1) BRIMycKa: [ammyna A: pacTBOp A BHYTPHMBILIEYHOIO U

BHYTpHCYCTaBHOTO BBeJeHM s 200 Mr/mi (ammyana) 2 M x:‘
6/12 + amnyna B: (ammyna) 1 M x 6/12] x 1 (nauka -
KapTOHHAA)

[amnyna A: pacTBOp s BHyTpuMleequro "
BHYTpPHCYCTaBHOTro BBeaeHua 200

30 + amnysna B: (ammyna) 1 mia x 3 qux

na)zmlx 5
1 (mauka il
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[amMnyna A: pacTBOp JUisi BHYTPHMEILIEYHOTO H
BHYTPHCYCTABHOrO BBeAeHHA 200 Mr/mn (amimyna) 2 M X
150/300 + ammnysa B: (ammyna) 1 mu x 150/300] x 1
(kopobxa kapToHHaS) (Wi CTALMOHAPOB)

13  Cocras jlekapcTBEeHHOTO MpenapaTa:

amryna A: IIOKO3aMHHa Cyab(aTa HATPHs XI0pPUL
(COOTBETCTBYET COACPIKAHMIO MIIOKO3aMKHA CyJib(aTa
400.0 mMr u HaTpus Xopuaa 102.5 mr) 502.5 mr,
BCIIOMOTraTeNbHLIE BEleCTRa (TpoMeTaMo (TpoMETaAMUH)
JIMI0KaWHA THAPOXJIOPHA, BOJAA Ui MHBEKIMIA);
amryna b (pacTBopureins): AM3TaAHOIAMHH, BOAA A
HHBEKIHN

14 |Cpok romHocTH:

2 roga

HH(opmaiis 0 NpousBoANTeNe NEKAPCTBEHHOTO Npenapata (HA3BaHMA H ajipeca IPOH3BOCTBEHHBIX MIOMALOK

Y4acTBYIOLIHMX B MPOLECCe MPOH3BOACTRA TEKAPCTBEHHOTO Mpenapara)

3

Ne | Cragns npousBoacTea
(Bce yuacTHUKH
NPOH3BOACTBEHHOTO
npouecca)

Hassanmne opranusauun

Ajipec NPOH3BOACTBEHHOI MIOIAAKH

1 {ITpon3BoACTBO rOTOBOIH
JIeKapCTBEHHOI (hopMBI

OO61ecTBO ¢ OrpaHUYEHHOI
OTBETCTBEHHOCTHIO "Dmiapa’
(000 "Dnanapa"), Poccus

601122, Branumupckas o611,
[eTymuHckuii paiion, r. [Toxpos,
yi1. ®panna lllTonesepka, 1. 20, crp.2

o

ITepuuHas ynakoska

O61mecTBO ¢ OrpaHHYeHHOM
OTBETCTBEHHOCTLIO "JJnapa”
(000 "3mnapa"), Poccus

601122, Bnanumupckas o6,
IMeTymmHcKkyii paiioH, r. [Tokpos,
ya. @panna lliTonseepka, 1. 20, ctp.2

3 |Bropuunas ynakoska

OO011ecTBO ¢ OrpaHHYEHHOIH
OTBETCTBEHHOCTHIO "Dnnapa
(OO0 "Dnnapa"), Poccus

601122, Bnagumupckas o6,
IMeTymuHckuii paiion, r. TTokpos,
yi. Ppanna Hlronssepka, a. 20, ctp.2

4 | Beimyckarouuii
KOHTPOJIb Ka4ecTBa

OOb1ecTBO ¢ OTPaHHYEHHOM
OTBETCTBEHHOCTELIO "Anapa”
(OO0 "3nnapa"), Poccus

601122, Bnanumupckas o611,
HMerymuuckuii pation, r. ITokpos,
ya. ©panna llTonssepka, a. 20, cp.2
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