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MHHUCTEPCTBO 3{PABOOXPAHEHUSA
POCCHUICKOI OEJIEPALIAN
PerncrpaunoHHoe YI0CTOBEpeHue

JACKAPCTBEHHOT0 NNpenapara List MeITHUNHCKOTO IPHMEHEeH s
JII-Ne(011401)-(PT-RU)

(ﬂomep PETMCTPALMOHHOTO YIOCTOBEPEHHS JIEKapCTBEHHOTO NMpenapara)

Bamre AepxraTeis

perncrpaunonuoro YAOCTOBEPEeHHS: "Texuonorus nexapcTs”
(OO0 "TexHosorus nekapeTs”),

, Poccuiickas @eaepalys |
A,upec JepKATE/s] PErHCTPALHOHHOIO 141400, MockoBckas 061., T. XUMKH, YII. Paﬁoq 5’{
: -.yuo(rronepeﬂna: 1. 2a, cTp. 31, nom. 21 %

Jara perucrpaun: : 22.08.2025

}Iara HCTEeYeHHs CPOKa NeliCcTBHS 2
PErHCTPALHOHHOIO YI0CTOBEPEeHHSI:

JlaTa NOATBePAIEHHS PErHCTPAUMH

' nepepemcrpaunn)

l{am BHECEHMs] H3MEHEHHI 19.11.2025

(nepeOQ)opmennn) B perHcTpalHOHHOE
A0CTOBEPEHHE:

aTa perucTpaunn B pedepeHTHOM 22.08.2025
ocyxapcTBe: é R
HONTBEPIKIACT, 4TO JeKaPCTBEHHbI NPeNapar 3aperCTPHPOBAH H Pa3PEIICH K MEHIHHCKOMY npmaeﬂe '
Ha eppmopuw 25 :

Poccuiickoii @enepaunu

(rocynapcto — wien EBpasuiickoro 3koOHOMHYECKOTO COK03a)
Hudopmanus 0 3aperucTpupOBaHHOM JIEKAPCTBEHHOM Mpenapare

, Toprosoe Halmeuoaanue JIEKAPCTBEHHOT0 MA30NAHUB-TJI
/| 'npenapata:
[eK1yHAPOAHOE HENIATEHTOBAHHOE ITazornanut6

Haumenosanue (MHH), niau oGumenpuusToe
(rpynnHpOBOYHOE) HAUMEHOBAHME, HITH

XHMHYECKOe HAaUMEHOBaHHe aKTUBHOM
GhapManeBTHYeCKOl cyOcTaHIHU

| (npu orcyrerBun MHH): :

1 ﬂeKapCTBeﬂﬂaﬁ q)opMa; TaO0JIEeTKH, MOKPBITHIE IIIEHOYHOH 060110‘11(01’} S

2 | ®opma(-bi) BBINYCKA:

400 mr (GaHKa) 30 x 1 (mauka KapTOHHaﬂ),
TabNeTKH, IOKPBITHIE TNICHOUHOM 000I0UKOMH, 200
(6anka) 90 x 1 (mauka KapTOHHas); :
Ta0JIETKH, TIOKPBITHIE IEHOTHOM 000T0UKOM, 400;
(6anka) 60 x 1 (nauka KapTOHHA); :

VnakoBka "6ank" 06498 2

TaGIeTKH, NIOKDBITHIG ILICHOUHO O

MARANNRRAR, AABAARA
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CrpaHuua 2 perucTpanuonHoro yaoctopeperus Ne JITT-Ne(011401)-(PI-RU) 7 %

Ta0JIeTKH, MOKPBITHIE THIEHOYHOH 000109K0i, 200 MT
(6anka) 90 x 1-500; :
TaONeTKH, TIOKPBITHIE TIEHOYHOM 0605109K0i, 400 MP
(6anka) 60 x 1-500

13 | Cocras siekapceTBennoro npenapara:

naszonanuba runpoxyiopun 216.7/433.4 mr (B
nepecyere Ha nasonanu6 200.0/400.0 mr),
BCIIOMOraTeJIbHbIe BeLIECTBA (LE/I0N03a
MUKpOKpHCTaIadeckas tum 102,
KapOOKCHMETUIIKpaxMall HaTpus, moBuaoH K25,
MarHusi cTeapar, IiieHOIHas 000109k
[runmpomennosa, Tutana muokcwn (E171), makporo,
KpAaCUTeb JKene3a OKCH skenTeiii (E172)])

14 CpoK rogHocTu:

2 roxa

Wudopmaius 0 MPou3BOANTeNe NeKapCTBEHHOTO Mpenapara (Ha3saHus | afpeca NPOU3BOACTBEHHBIX MIOWAIOK,
YHaCTBYIOIINX B IPOLiecce MPOU3BO/CTBA JIEKAPCTBEHHOTO Npenapara)

Ne | Cragusi npou3sBoAcTBa
(BCE YUACTHUKHU
HPOH3BOACTBEHHOT0
npouecca)

Ha3Banue OpraHu3anuu

AZpec POM3BOACTBEHHOM TIIOLIAAKH

1 ITpon3BoACTBO FOTOBOIA
JIEKapCTBEHHOU (OpMBI

AKLHOHEpHOE 00I1IECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @enepalius

KoctpoMckas 0611., CycaHuHCKHIH
patioH, ¢. CeBepHOe, MUKPOpaHOH
XapUTOHOBO

2 [Tpou3BOACTBO TOTOBOM
JIEKapCTBEHHOU GOpPMBI

OO0111eCTBO C OTPaHUIEHHOM
OTBETCTBEHHOCTHIO "P-Ompa"
(OO0 "P-Omnpa"), Poccuiickas
Denepanus

r. Mockaa, I. 3eleHorpaj, NpocHeKT
I'enepana Anekdeesa, 1. 50B, c1p. 5

3 | IlepBuyHas ymakoBka

AK1HOHEepHOe 001IeCcTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @epepanus

Kocrpomekas 061., CycanrHCKuUi
patioH, ¢. CeBepHOe, MUKpOpaioH
XapHTOHOBO

4 | TlepBuuHas ynakoBKa

OO111eCTBO C OTpaHUIEHHON
OTBETCTBEHHOCTHIO "P-Onpa”
(OO0 "P-Omnpa"), Poccuiickas
Denepanus

r. MockBa, I. 3eneHorpas, NpoCeKT
['enepana Anekceesa, a. 50b, ctp. 5

5 BropuuHas ynakoBka

AKIIOHEpPHOE 00MIECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas ®enepanus

Kocrpomckas 06:1., CycaHuHCKui
paiioH, c. CeBepHoe, MUKpOpaioH
XapHUTOHOBO

6 | BropuuHas ynmakoska

OO11eCcTBO C OrpaHHYEHHOM
OTBETCTBEHHOCTHIO "P-Ompa"
(OO0 "P-Onpa"), Poccuiickast
Denepanusi

r. Mockaa, I. 3eneHorpaz, IpOCHeKT
I'enepana Anekceesa, a. 50b, c1p. 3

7 | BblmycKarommii
KOHTPOJIb KauecTBa

AKIMOHEpPHOE 00IIECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @enepanus

Koctpomckas 061., CycaHUHCKHUI
paiioH, ¢. CeBepHOE, MUKPOpalioH
XapUTOHOBO

8 Brimyckaromuii
KOHTPOJIb KayecTBa

OO11ecTBO C OrpaHUYECHHON
OTBETCTBEHHOCTHIO "P-Ompa"
(OO0 "P-Ompa"), Poccuitckas

Denepanus R

r. Mockga, T. 3eneHorpan, NpoCHeKT
I'enepana Anekceesa, a. S0B, c1p. 2

3amecturens MunucTpa

iB. I'1aroJien




