MHUHUCTEPCTBO 3/IPABOOXPAHEHHS
POCCHIICKOI ®E/EPALIUN

Perncrpaununonnoe yiocrosepenue
- JIEKAPCTBEHHOI0 NPenapara /st MeIHIHHCKOT0 NPpUMeHeHHs

JII-No(005940)-(PT'-RU)

(HOMEp PerHCTPaLHOHHOrO YIO0CTOBEPEH S IeKAPCTBEHHOTO fnperapara)

B cootsercTin ¢ [TpaBWIaMH PErHCTPALMU H HKCIICPTH3EI JIEKAPCTBEHHBIX CPEACTB I uennunﬂc,w
NPHMCHEHHS, HACTOALIIEe PETHCTPALMOHHOE YAOCTOBEPEHHE BLIAHO:

HaumenoBanne nepsxarens AxumonepHoe o61ectso "P-Dapm” (AO "P-q
PErHCTPAHOHHOIO Y10CTOBEPEHHS: Poccutickas ®enepauus

Alpec aepxaTesisi perucTPalHOHHOIO 123154, r. Mocksa, yn1. bepsapuna, 1. 19, k.
YAOCTOBEpEHHSI:

Jata perucrpauun: 25.06.2024

Hata ucteyeHus cpoka aeiicTBHs 25.06.2029
PerHCTPalHOHHOr0 YA0CTOBEPEHHS:

JAata noaTBepPKIECHHUS PErHCTPALHH
(mepeperucrpauuu):

JlaTta BHeceHUs] H3MeHeH il
(mepeodopmiienns) B perucTpauHoHHOe
YAOCTOBepeHHe:

Hata perucrpauuu B pedepeHTHOM 25.06.2024
rocyiapcrae:

U TIONTBEPIKAET, UTO JIeKAPCTBEHHbIH Tpenapat 3aperucTpUpOBaH U paspelieH K METULIHHCKOMY IIPHMEHE
Ha TepPUTOPUH:

Poccuiickoii @enepanyu

(rocynapctBo — unen EBpasuiickoro SKOHOMHYECKOr0 coro3a)
Wudopmauns o 3apericTpupoBaHHOM JIEKapCTBEHHOM npenapare

Toproeoe HanMeHOBaHUe 1eKAPCTBEHHOTO KCEJTULIMH
npenapara:
MexayHapoaHoe HenaTeHTOBaHHOE TohaunTHHUG
HaumeHosanue (MHH), unn odimenpunsitoe
| (rpYnNUpoBoYHOE) HAUMEHOBAHHE, HIIH
XHMHYeCKoe HAaHMEHOBaHHE AKTHBHOI
thapmaneBTHYECKOI cyGcTaHINH

(pu oTcyTerBun MHH):

JlexapcrBennast opma: TabNETKH, MOKPHITHIE ILIEHOYHOH 000NOUKON

1y amdmm-.-xmmu,

Hosuposka(-n): S wmr, 10 Mr

®opma(-bI) BLIMyCKA: TabJIeTKH, IOKPRIThIE IIEHOYHOI 060104KOIA,

5 mr, 10 Mr (KOHTypHas sueiikopast ynakoBka) 10 x
(mauka KapToHHas);

TabJIETKH, MOKPBIThIE IIEHOUHOH 060104KOi,

5 mr, 10 Mr (koHTYpHas ﬂqeukoaafbyélyc?lgci) 14 x :

(mavka KapToHHas);
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CocTaB JieKapCTBEHHOI0 Npenapara:

todauutuau6 5.000/10.000 mr [B BHAe TodauuTuHba
utpara 8.078/16.155 Mr], BcnomorareibHbie
BelliecTRa (1IeJ110J103a MUKPOKpHUCTAJLIMYECKast

tun 200, J1aKkT036l MOHOTUAPAT, KPOCKapMEI03a
HaTpus, MarHus cTeapar, FOTOBOE IUIEHOUHOE
TNIOKPHITHE [IOMMBHHUIOBBIN CIIUPT, Makporo 3350,
TanbK, TuTana arokeun (E171)])
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CpoK rogHOCTH:

2 roxa

l/IH(bopmaul/m 0 MNPOU3BOAUTEJIC JIEKAPCTBEHHOT'O NperapaTa (Ha3BaHI/lﬂ U azipeca Nporu3BOACTBEHHBIX ILIOLIAIOK,

YHacTBYIOHIUX B NPOLECCE MPOU3BOACTBA JIEKAPCTBEHHOI'O npenapaTa)

Ne | Craaus npousBoacTea | Hassanue opranusaunu Anpec NpoH3BOACTBEHHOMH IIOLIAAKH
(BCE YYACTHUKH
NPOH3BOACTBEHHOI0
npouecca)
1 [1pou3B0ACTBO FOTOBOM | AKLHOHEPHOE OOIIECTBO Koctpomckast 00:1., CycaHuHCKUHN panoH,
nexapcTBenHoii Gopmbt | "OPTAT" (AO "OPTAT"), c. CeBepHoe, MKp. XapHTOHOBO
Poccuiickas @enepanus
2 [TepBuuHas ynaKkoBKa AKIMOHEpHOe 001LEeCTBO Koctpomckas 0041., CycaHMHCKUH paioH,
"OPTAT" (AO "OPTAT"), c. CeBepHoe, MKp. XapHTOHOBO
Poccutickas Denepauus
3 Bropuunas ynakoBka AKLHOHEpHOE 001IECTBO Koctpomckas 0611., CycaHMHCKUI pakoH,
"OPTAT" (AO "OPTAT"), c. CeBepHoe, MKp. XapHTOHOBO
Poccuiickas Denepauys
4 Bpinyckaromimii AKLIHOHEPHOE 0011eCTBO

KOHTPOJIb Ka4€CTBa

"OPTAT" (AO "OPTAT"),
Poccuiickas Denepanus

3amecrurenb MuHucTpa

Koctpomckast 0611, CycaHHUHCKHI pakoH,
c. CeepHoe, MKp. XapUTOHOBO
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