HI/ICTEPCTBO 321PABOOXPAHEHI/IX
POCC HiA CKOI/I GEJIEPALIUU

peﬂapaTa TS ME)IHIIHHCKOFO INPpUMEHEHUA

JIH-ng 0016;5)—( PF RU)

‘Haumenosanne nepncf_ Tenst
- PErMCTPALMOHHONO YAOCTOBEPEHHS:

Anpec nepraTens perucrpauuonnoro
yRocToBepenust:

[Mata peructpaunn:

Jata ncreuenusi cpoxa aeiicTeus
_PerucTpaluuoOHHOrO yA0CTOBEPEHHS:

JaTa noaTBepIeHHsI perucTpauny
(nepeperucTpauun):

-JlaTa BHeCeHuUsi M3MEHEeHU I
v(nepeoq)opM.rleHuﬂ) B perucTpauuoHHoOe
~ YAOCTOBEpeHHue:

- 640008, Kypraﬂcxaﬂ 00., T. Kypra
npocnekt Koncturyuuu, 1. 7

28.12.2022

22.06.2023

Hara perucrpanuu B pedepeHTHOM
rocyaapcrae:

28.12.2022

I/l nouTBepxcuaeT 4yTo JTeKapCTBeHHb!H npenapar 3apemc1‘puposaH M pa3p€UI€H K MEAULIUHCKOMY npumeHe 24 (

Ha Teppm"opuu

Poccuiickoit @enepan

(roéynapcmo — unieH EBpa3uiickoro 3kKOHOMHUECKOro cor3a)

I/Imbopmauuﬂ o 3apemc1‘pnp03aHH0M JIEKapCTBEHHOM Npenapare

8 Tomeoe Haumenosaﬂue JleKapCTBeHHOI‘O
npenapaTa.

~‘9 Memyﬂaponﬂoe )Ba
nanvenoBanue (MHH), nin oGwenpunstoe
(rpynnuposoqnoe) HanMeHOBaHue, Uau
XMMH4YECKoe HAHMEHOBAHHE AKTHBHOM
tpapMaueBTuquKou cyGeTaHIu
(npu OTcyTCTBHH MHH)

10 JlekapcTBeHHas q)o

“ 363"’[,6,;,}5(_'"'); LTS ORI

12 X vlld)opMé(v-u) BblﬂyCKa V

OMNLHOH». Mo

BeH3uINeHMUNIIIMHA HATPHEBAS €O

 BeH3UANEHUUWIHE

MOPOLIOK AIsi IPUFOTOBAEHMS PACTBOPA [U1s MHBE
'MECTHOT'O NIPUMEHEHHUS!

500000 EJL, 1000000 EJT

NOPOLIOK JUTS IPUIOTOBJEHHS PACTBOPA 1Sl UHBE
MECTHOI0 np‘u‘_MeHeHuﬂ, 500000 EJT, 1000000
(dnakon) x 1/10 (nauka kaproHuasy);

MOPOLIOK JJisl IPUTOTOBIIEHHUS PACTBOPA ISl MHBE
MECTHOTO NPUMEHEHHS, 5000 1 (10000 ",l

(dnakon) x 50 (kopoOka KapTOHHasggmn CTa

TR AR AL LR




13 CocraB JIeKapCTBEHHOI0 NpeNapaTa:

Crpanuua 2 peEuCcrpatii

JIH-Ne(001625)-(PI-RU)

OeH3UINEHUUUATMH HAaTpHs (OeH3MINEHULUITHHA
HaTpueBas coib) 500000 EIT (299.4 mr)/1000000 E/{

(598.8 mr)

!
|
|
L

14

Cpok roaHocTu:

3 roga

UHpopmMaLys 0 TPOU3BOAUTENE IEKAPCTBEHHOTO Mpenapara (Ha3BaHus W agpeca NPOU3BOACTBEHHbBIX MIOWIANOK,

YUACTBYIOLIUX B MPOLECCE MPOU3BOACTBA JIEKAPCTBEHHOTO Mpemnapara)

Ne | Ctagusa npousBoacTa - | HaspaHue opranusauuu Ajpec Npou3BOACTBEHHOIT NIOLIAAKH
(BCE YHaCTHUKH
NPOU3BOICTBEHHOIO
npouecea)
1 {TIpousBoncTBO rotopoii | TTy6nuuHOE aKLMOHEPHOE KypraHckas 06, r.o. r. Kypran,
JiekapcTBeHHOW opmbl- | 001IecTBO "AKLUHOHEPHOE r. Kyprau, npocrnekt KoHCTUTYLIK,
KypraHckoe o0L1ecTBO . 7.c1p. 6
MeIULMHCKUX NPENaparoB 1
u3penuit "Cunres",
(ITAO "Cunres"), Poccus
2 |IlepBuuHas ymakoBKka [1yOnnuHoe aKuMOHEPHOE Kypraxckas o0, r.o. r. Kyprat,
o6uiecTo "AKLMOHEPHOE r. KypraH, npocnekt KoHctutyiiu,
KypraHckoe 06111ecTBO 1.7ctp: 6
MEIMLUHCKMX Npenaparos 1
uznennit "Cunres",
(TTAO "Cunres"), Poccus
3 | BropuuHas ynakoska [Tybauynoe akUMOHEPHOE Kypranckas o6, r.o. r. Kypra-,
0011ecTBO "AKLHMOHEPHOE r. Kypran, npocnekt KoHcTutyumy,
KypraHckoe 06111eCTBO a.7ctp. 6
MEeIMLIMHCKHX NPEenaparoB U
n3genuii "Cuntes”,
(IMAO "Cunres"), Poccus
4 | Boimyckaromui [1y6nuuHO€e aKUHOHEPHOE Kyprasckas o6, r.o. r. Kyprat,
KOHTPOJIb KauecTBa 001mecTBO "AKLHMOHEPHOE r. Kypran, npocnekt KoHCTUTYyLIKH,
Kypranckoe o6uecTBO crp. 7/32
MEIMLUMHCKUX MPENnaparos U
w3penuit "Cunres",
(ITAO "Cuntes"), Poccus

3amecTuresb Munucrpa

= - ET ‘Kamxun




