FocypapcTBeHHbIN peecTp
JieKapCTBEeHHbIX CpeAcTB
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PerucrpanuonHoe ynocroBepeHue

Howmep |JITI-Ne(000522)-(PI'-RU) Jara perucrpauun 24.01.2022

HaunmenoBanue nepxxarens
WM BJaJeNbLa

Haumenosanue AO "KPKA, n.1., HoBo mecto"

2 PpEeTHUCTPanOHHOTO CiaoBenust
YIOCTOBEPEHUS Crpana
JIEKapCTBEHHOTO TIperapara
ToproBoe HauMEHOBAaHHE
3 p Baiscaxop® H 320

JICKapCTBEHHOTO Mperapara
MexnyHapoaHoe
HEMaTeHTOBAHHOE

4 | wuau rpynnupoBoYHOE
AT XUMHYIECKOe

HaNMEHOBaHHUE

Baacapran+T'uapoxjopoTuasu

JlekapcTBenHasi ¢popma Jo3upoBka

5 ner

TabJIeTKH, MOKPBITHIE INIEHOUHOH 000510uK0if 320 Mr+12.5 mr

5 @DopMBI BEITTyCKa

TaOJICTKH, MOKPBITHIC MIICHOYHON 0005104K0# (320 Mr+25 mr

Cpok ronnocTu

CrnpaBka BoliTu

JlaTa okoHuaHMs
aeiicTBus

Jara
peuieHust

24.01.2027 07.09.2022

Paspemén BBoJ B rpaskiaHCKui

5 et
o0oport 10

YeaoBusi XxpaHeHust
YnakoBku
[Ipu Temneparype He BbIIIe 25 Tpal., B OPUTHHAILHOHN yIIakoBKe (OrrcTep)

14 mt. - 6nwcreps! (2 mT.) - magky KapToHHBIE (28 mT.) - [To penenty
14 . - 6nucTeps! (4 mWT.) - mavky KapToHHEIE (56 mT.) - [To penenty
14 . - 6nucTeps! (6 WT.) - mayky KapTroHHEBIE (84 mT.) - [To penenty
14 . - 6mucteps! (7 mT.) - mauyky kaptoHHbie (98 mrt.) - ITo pemenTy
15 wT. - 6mucteps! (2 mT.) - mauku kaprouusie (30 mrt.) - ITo pemenTy
15 wT. - 6mucTeps! (4 mT.) - mauku kaptouusie (60 mrt.) - ITo pemenTy
15 mt. - 6mucreps! (6 mrt.) - mauku kaproHHsie (90 mrt.) - [To penenty

[Ipu Temneparype He BhIIE 25 Tpaj., B OpUTHHAIBHOH yIakoBke (OrrcTep)

14 mt. - 6mucTeps! (2 mrt.) - mauku kaproHHsle (28 mrt.) - ITo penenty
14 mrt. - 6nucTeps! (4 mrt.) - mauku KapToHHBIE (56 mT.) - 1o penenty
14 mT. - 6mucreps! (6 mT.) - mauku kapToHHBIE (84 mT.) - 1o penenty
14 mT. - 6mucreps! (7 mrt.) - mauku kapToHHBIE (98 mT.) - 1o penenty
15 mT. - 6mucreps! (2 mrt.) - mauku kaproHHble (30 mT.) - [To penenty
15 mT. - 6mucteps! (4 mrt.) - mauku kaproHHBIE (60 mT.) - [To penenTty
15 . - 6nucTeps! (6 WT.) - mayky kaproHHble (90 mrT.) - [To penenTy
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. CraaMsa NnpoM3BOACTBaA NMpousBoauTennb
1 YnakoBUmK/GpacoBIIMK (BTOPHYHAS/TPETHIHAS AO "KPKA, n.1., Hoso
yIaKOBKa) mecto"
AO "KPKA, n.1., HoBo
6 Chenens o cranmsx 2 |VmakoBmHK/(hacOBIIUK (B IEPBUYHYIO YIIAKOBKY) " » A
IIPOM3BOJICTBA MECTO
N AO "KPKA, n.1., HoBo
3 [IpowmsBomutens (roToBoii JID) " > ol
MECTO
N AO "KPKA, n.1., HoBo
4 Brlmyckaroluii KOHTPOJIb KauecTBa MECTO" ’ ’

WucTpyknus o
7 HPUMEHEHHIO
JIEKapCTBEHHOTO IpeTapara

IToxa3ars HHCTpYKLUU

Homep HJL

g HopmarusHnas Ne n/m
JITI-Ne(000522)-(PT-RU)-240122

JIOKyMEHTAaLHs 1

9 (DapMaKO—TepaHeBTI/I"ICCKaH

rpymnmna
AQHTArOHHCTHI PEENITOPOB aHTHOTEeH3MHA I] B KoOMOMHAINY ¢ TNypETHKAMU

AHaTOMO-TepaneBTHYECKas

Tonx
2022

dapmako-TepaneBTUYeckas rpynna
Cpencrtsa, AEHCTBYIONIHE HA PEHUH-aHTHOTEH3HHOBYIO CHCTEMY, AaHTaTrOHHCTHI PELIENTOPOB aHTHOTEeH3MHA [] B KoMOMHAINY ¢ IpyTUMH CPEIICTBAMH;

Appec npousBoauTens

Smarjeska cesta 6, 8501 Novo mesto,
Slovenia

Smarjeska cesta 6, 8501 Novo mesto,
Slovenia

Smarjeska cesta 6, 8501 Novo mesto,
Slovenia

Smarjeska cesta 6, 8501 Novo mesto,
Slovenia

HaumeHoBaHue
Banbcakop® H 320

Ne uzm

CrpaHa

CrnoBeHus

CrnoBeHus

CrnoBeHHsA

CiioBeHUs

10 Koa ATX ATX
XAMITICCKA C09DAO03 Bancapran, B KOMOMHAIINHA C JHYPETHKAMH
KIaccuuKanys
MesxkayHapoaHoe
HENMATEHTOBAHHOE MJIH ®apmakon. Bxoaut B nepeueHb HapK.
Topr. Cpox Yeaosus
rPYNIMPOBOYHOE HIH Ipou3BoauTeIDH Anpec cratbsi / HoMep cpeacTs, mcuX. BeMIECTB U
HaUM. TOHOCTH = XpPaHeHHsl
XHMHYECKOe HI HX PEKYPCOPOB
HanMeHOBaHHe
11| ®Papmauesmmieckas Omcent TaGonaronys 29> M:-D-C-Area, Dhatav,
cybcranmms I'uopoxnopornasun Tt PATOPH3 'p oha Raigad, 402116, ~ ~
A Mabharashtra state, India
Wxo13ssH MeHOBO 8 Jin 13 Road, Hangzhou,
Bancapran dapmacsrotukan Ko., |Gulf Industry Area Shangyu, ~ ~

JItn Zhejiang 312369, China

Hanuuue nexapcrBeHHoro npenapara B nepeune JXHBJIITT

Oco0ble OTMETKHU

12

Hanvuue B 1ekapCTBEHHOM TpeniapaTe HAPKOTUISCKUX CPEACTB, IICHXOTPOITHBIX BEIIECTB M UX MPEKYPCOPOB, MOUICKANTUX KOHTPOITIO B
Poccuiickoii @denepaiiuu B COOTBETCTBUU C 3aKOHONATENILCTBOM Poccuniickoit denepannu, MexXIyHapOIHBIMH ToroBopaMu Poccuiickoit

Oenepanuu, B ToM uncie EquHol koHBeHIMEH 0 HapkoTHuueckux cpeactBax 1961 roga u KoneHmue o ncuxorponHeix Bemecrsax 1971

roza

Her
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