MUHUCTEPCTBO 3APABOOXPAHEHMS
POCCHICKOM OF AEPALIIN

Perncrpannonnoe yi0cropepenue

JACKAPCTBCHHOTO HpeHapara 1A METUIIHHCKOTO le/lMeHGHl/lH

_ JITT-008611
(HOMEp peTHCTPALIOHHOTO YAOCTOBEPEHHMS JIEKAPCTBEHHOTO npemnapara)

HaumenoBaHue fepiareisi (BJagenbua)
PEruCTPalMOHHOTO YAOCTOBEPEHHS
JeKapCTBEHHOr0 Npenapara

OOIIEecTBO C OTPaHNIEHHON OTBETCTBEHHOCTEIO
"Aprymentym” (OOO "Aprymenrym'), Poccns

Anpec Mecmﬂaxomeﬂél‘m aepiraTesis
~(BJIagesbLia) PErHCTPALHOHHOIO YAOCTORBEPEeHNs
JIEKaPCTBEHHOTO HMpenapara

121471, r. Mocksa, Moskalickoe miocce, 1. ‘2_.9 ,
stax 1, moM. VI, xomH. 39, oduc 62

-JlaTa rocyaapcTBeHHOM perucTrpaunu

JeKapCTBEHHOr0 MpenapaTa 12.10.2022

Cpok AeficTBUSI pernCTPalliOHHOTO

YAOCTOBEPEHMs TeKAPCTBEHHOTO MpenapaTa a

JlaTa BHeceHMs] N3MEHEHHIl B perncTpanuoHHoe
| yAocTOBepeHHe JIeKapCTBEHHOro Npenaparta

(naTa 3aMeHBI perncTPalNOHHOTO

YAOCTOBEpeHHs] JIeKapCTBeHHOr0 Npenapara)

01.12.2022

WHpopManys o 3aperucTpHPOBAaHHOM JISKapCTBEHHOM IIperapare:

Toprosoe HaUMeHOBaHME MuxkapyHrus

MesknyHapoHOe HENATEHTOBAHHOE, MM :
| FpyNIHPOBO4HOE, WJIH XHMH4YECKoe MpuxadpyHruH
HaHMEHOBaHHE

JlekapeTBenHasi popma JIro(UIN3aT 1 IPUTOTOBJICHUS PacTBOpa mm S
uHQY3Hi

Ho3upoBka 50 mr, 100 mr

- KayecTBeHHBII COCTaB M KOJIMYECTBEHHBII COCTaB uencn;ymmux BEIIECTB U Ka‘leCTBeHHblH
/COCTAB BCIIOMOTaTeJIbHbIX BellleCTB

 mukadyHrus Hatpus 50.87/101.74 mr (B nepecuete Ha Mukagyrrun 50.00/100.00 mr), BCﬁOMoraTeJILHiI
BeLIECTBa (1aKTO3bI MOHOTHAPAT, THMOHHAS KHUCIIO0Ta, HATpHs ruapokcuaa pacteop 0.2 %)

®opma BhIyCKa (J1ekapcTBeHHast popma, nuoGUIM3aT JUIs NPUrOTOBICHHsS DacTBOpa Pi
A03MPOBKa, NEPBUYHASA YIIAKOBKA, KOIMYECTBO | yHpysui, 50 mr, 100 mr ((bnaKOH) x 1 (Hatn(a
/JiekapcTBeHHOM (opMbI B IEPBUYHOI yIIaKoBKe, KAPTOHHAS)

KOJTMYECTBO MEPBUYHOI YIAKOBKHU B

AbE 7 VnakoBka WH-6aJIK;
 OTPEOUTENLCKOM yIIAKOBKE, KOMILIEKTHOCTE)

nuodunmM3aT s npnromsneﬂwl pacTBopa ,zum‘
uny3u#, 50 Mr (qmaKOH) x 120 (xopobxa)
Ano(GUIH3aT AJis TIPUTOTOBICHMS pacTBOpa  IJist
uHdy3uit, 100 Mr (prakon) x 96 (kopobka) :

'Pe_lcnnsnTu HOPMATHBHOM AOKYMEHTAIUH JI1-008611-121022

044946
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Crpanuna 2 PErACTPalOHHOTO YIOCTOBEPEHHS

IpousBoacTBEHHbIE MUIOMANKH, YIACTBYIOLINE B poLecce NPOM3BOACTRA JIEKAPCTBEHHOI 0
npenapara, ¢ yKazaHueM cTainii NPOU3BOACTBA, HA3BaHMii 1 (PaKTHIECKHX aipecoB
MECTOHAXOMKIEHHUST '

IIpouseo0cmeo 2omoeoli 1eKapCmBeHHol hopmel K.O. Pompapm Kommanu C.P.JL., Pymbinus/
S.C. Rompharm Company S.R.L., Romania

52 Drumul Garii Otopeni str., Otopeni, 075100, Ilfov, Romania

ITepsuunas ynaixosxa K.O. Pomdapm Kommanu C.P.JL., Pymbinus/
S.C. Rompharm Company S.R.L., Romania

52 Drumul Garii Otopeni str., Otopeni, 075100, Ilfov, Romania

Bmopuunas/nompebumenscras ynakoska OO11eCTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO
"Acnektyc dapma” (00O "Acnektyc papma"),
Poccus

MockoBckas 00611, JIeHuHCKUi MyHUIUNAILHBIN p-H, ¢.11. Pa3BmiikoBckoe, noc. Paspuika, Tep. Ksapran 1,
BlazieHue 9

Ipouzeooumens (Bvinycraiowutl KOHMpOns OOIIECTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO
Kauecmaa) "Acmektyc papma" (000 "Acnektyc papma'),
Poccus

MockoBckas 0611., JIeHuHCKUi MyHUIMITATBHBIA p-H, C.1. Pa3Bmikosckoe, roc. Passuika, Tep. Ksaprain 1,
BIaAcHUE 9 D e

3amectureas Munucrpa




