| ARARAI

MHUHUCTEPCTBO 3APABOOXPAHEHUA
POCCHUNCKOUW ®EJEPALIUU

Pernwpaunonnoe YA0CTOBEPpEHMNE

JACKAPCTBEHHOI0 NPenapara st MeTHIIHCKOT0 IPUMEeHeHus!
JITI-Ne(010276)-(PT'-RU)

(HOMEp PETHCTPALIMOHHOTO YAOCTOBEPEHHS JIEKapCTBEHHOTO Mpernapara)

B cootsetcTBun ¢ TIpaBrIaMy PETHCTPALMK U SKCTIEPTH3bI JIEKAPCTBEHHBIX CPEACTB LI MEIHUMHCKOT
NPUMEHEHHUS, HACTOSILEe PErHCTPALOHHOE YAOCTOBEPEHHE BBINAHO: i

HauveHoBaHue JepikaTesist
| perucTpaLHOHHOIO yAOCTOBEPEHMSI:

Afpec ep:KaTelisi perucTpaluoOHHOro
YAOCTOBEPEHHS:

22.05.2025

JlaTa perucrpauum: :
22.05.2030

JlaTa ucreveHns cpoKa aeiicTBus
PErHCTPAHOHHOIO YI0CTOBEPEHHSI:

JlaTa noaTBep KIeHHsI PErHCTPAllHH
(nmepeperucTpanMm):

JlaTa BHECEHHs H3MEHEH U
(nepeogopmiieHHtsl) B perucTPalOHHOE
YAOCTOBEpEeHHE:

Jlara perucrpauus B ped)epeHTHOM 22.05.2025

rocyaapcrse: :
S n nonmepxcnae'r 4TO JIEKAPCTBEHHBIN MpenapaT 3apeTHCTPUPOBAH U Pa3pelleH K Menﬂuuﬂcxomy'np&meﬂe g
Ha Teppmopnu ~

Poccuiickoii @enepanuri

(rocynapcTBo — 4wieH EBpa3uiickoro 3KoHOMHYECKOro COK3a)

WHpopmauus o 3aperucTpUpOBaHHOM JIEKApCTBEHHOM Mpenapare

ToproBoe HAHMEHOBAHHE JIEKAPCTBEHHOT0 AA3ATHHUB
npenapara:

o

=
=

MeskIyHAPOAHOE HENATEHTOBAHHOE HasatnHu6
nanmenoBanne (MHH), niu o6menpunsitoe
(rpynnupoBOYHOE) HANMEHOBaHHE, HJIH
XHMHYECKoe HaHMEeHOBaHHe AKTHBHOI
(apmaueBTHYECKOH CyOCTAHIHH

(npu orcytcrBun MHH):

b
W

ARARAAAA)

TabJne 1kH, noprrme nﬂemqﬂoﬁ 0503‘10‘115
20 wmr, 50 mr, 70 M, SOMr, 100 mr -

TAONETKH, OKPHITHIC TUICHOYHOH 060I0UKOI, 20 55“ I
50 mr, 70 mr {(Garka) 60 x 1 (auka Kap'mHHan).; = |
Ta6JIeTKH, HOKDBITHIE TUIEHOYHOMH 000I04KOH, 80 m‘“‘“
100 mr (6aHka) 30 x 1 (nauka KapTOHHAS) :
yrnaxoBka "bulk": TabaeTKH, TOKPHIThIE meﬂoqﬁtﬁ ‘
060nouKoit, 20 Mr, 50 mr, 70 Mr (6anka) 60 x 1- 5@
TabIeTKY, HOKPBITHIE MICHOYHOM 00009KOiH, 80 M
100 mr (6anka) 30 x 1-500
nasatuaub 20.00/50.00/70.00/80(08/109(0Q mr,

_ BCIIOMOTaTC/IbHBIE BELIECTBA (LEILTI0N03a ,

JlekapcTBeHHas Gopma:
Ho3upoBka(-u):
®opma(-bI) BBIITyCKA:

g
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Cocras JICKapCTBEHHOI'O Nnpenapara:
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— Crpanuia 2 PerHCTPALIOHHOTO YI0CTOBEPEHHUA No JIT1-Ne(Q 1702767)7—7(PF—RU)

MOHOTHIPAT, KPOCKAapMEII03a HaTpHs,
FHNPOMEJII03a, MarHHs CTeapar, IeHoYHas 000104ka
[momBMEMIOBEIN crUPT, Makporon 4000, Tansk,
turana quokeun (E171)])

14 | Cpok roanocru:

2 rona

WHopMalys 0 IPOU3BOIMTENE JIEKapCTBEHHOTO Npenapara (HasBaHus 1 aapeca NMPOU3BOACTBEHHBIX IIIOMANIOK,
YYACTBYIONIHX B [POLIECCE POH3BOICTBA JIEKAPCTBEHHOTO Npenapara)

Ne | Cragust npoOH3BOACTBA
(BCe Yy4aCTHHKH
MPOH3BOACTBEHHOIO
npouecca)

HasBanue OpraHusanHu

Aapec npou3BOACTBEHHOH MJI0IIAAKH

1 ITpou3BOICTBO TOTOBOMH
JieKapcTBeHHOM (OPMBI

AXI1OHEpHOE 00IIECTBO
"OPTAT" (AO "OPTAT"),
Poccwuiickas Denepauus

Koctpomckas 0611., CycaHUHCKHiA
paitoH, c. CeBepHOE, MKp. XapUTOHOBO

2 | TIpou3BOACTBO TOTOBOM
JIEKapCTBEHHON QOPMBI

OO11EeCTBO C OrpaHHYEHHOM
OTBETCTBEHHOCTHIO "P-Onpa"
(000 "P-Ompa"), Poccuiickas
Depepaupys

r. Mockga, . 3esieHorpas, mpoCcieKT
Ienepana Anekceesa, 1. 50b, c1p. 5

3 | [epBuuHas ynakoBka

AXIMOHEPHOE 00IIECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas @enepaliys

Koctpomckas 0031, CycaHHHCKAN
paiion, ¢. CeBepHOe, MKp. XapUTOHOBO

4 | TlepBuuHas ynakoBKa

OO1IeCTBO C OTpaHUYEHHOM
OTBETCTBEHHOCTHIO "P-Ompa”
(O0O0 "P-Ompa"), Poccuiickas
Denepanus

r. MockBa, I. 3e/1eHorpaj, NpoCIeKT
I'enepana Anekceesa, 1. 50B, ctp. 5

5 | BropuuHas ynakoBKa

AxnoHepHOE 00IECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas ©enepauus

Koctpomckast 0671., CycaHHHCKHUH
paiion, c. CeBepHOe, MKp. XapUTOHOBO

6 | BropuuHas ynakoBka

OO611ecTBO C OTpaHUYEHHON
OTBETCTBEHHOCTHIO "P-Onpa”
(00O "P-Omnpa"), Poccuiickast
Denepauys

r. Mocksa, I. 3ejIeHOrpaj, NpoCIeKT
I'enepana Anekceesa, 1. 50b, cTp. 3

7 | Brimyckaromuit
KOHTPOJIb Ka4eCTBa

AKuHOHepHOe 00IIECTBO
"OPTAT" (AO "OPTAT"),
Poccuiickas Deneparus

Koctpomckas 0611., CyCaHMHCKUi
paiioH, ¢. CeBepHOE, MKp. XapUTOHOBO

8 | Brimyckarouui
KOHTPOJIb Ka4eCTBa

OO1IeCTBO C OTPAaHUYEHHOM

OTBETCTBEHHOCTHIO "P-Ompa"
(000 "P-Ompa"), Poccuiickas
denepans o

e

r. Mocksa, I. 3eeHorpaj, NpoCHeKkT
Tenepana Asekceesa, 1. 50b, ctp. 2

3amectureab Muuucrpa

(moxmck)

M.




