FocypapcTBeHHbIN peecTp

I'PJIC BMKII EBK POIT

JIeKapCTBEHHbIX CpeacTB

PerucrpanuonHoe ynocroBepeHue

Howmep JIII-Ne(000659)-(PT-RU)

HaunmenoBanue nepxxarens

WK BJIQJIEITbIIa
2 PpEeTHUCTPanOHHOTO
YAOCTOBEPCHUS

JICKaAPCTBCHHOTI'O IpCIiapara

3 ToproBoe HauMEHOBAaHHE
JIEKapCTBEHHOT'O IIpenapara

MexnyHapoaHoe

HEMaTeHTOBAHHOE
4 | wuau rpynnupoBoYHOE

AT XUMHYIECKOe

HalMEHOBaHHUE
5 DOopMBI BBITYCKA
6 CBeneHus o0 CTagusax
MIPOU3BOJICTBA

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

CunoBeHus
Crpana

Modaakcua®

Moxcuduioxcaunx

JlekapcTBenHasi popma Jlo3upoBka

TabJIeTKH, MOKPBITHIE IUNIEHOUHOH 060moukoit 400 Mr

Ne m/

Cragusa npouMsBOACTBa

YnakoBOHK/pacoBIIMK (BTOPHYHAS/TPETHIHAS
YIaKOBKa)

Cepsuc

Hara peructpanun 29.03.2022

Cpok roqnocTa

5 ner

CripaBka

JlaTa okoHuaHMs
aeiicTBus

Jara
peuieHust

29.03.2027

Paspemén BBoJ B rpaskiaHCKui

5 et
o0oport 10

YeaoBusi XxpaHeHust
‘YnakoBku

Bontn

29.03.2022

[Ipu Temneparype He BbIIIE 25 Tpaj., B OPUTHHAILHOHN YIIakoBKe (OJmcTep)

10 mT. - 6mmcTeps! - madkn kapToHHBIE (10 mT.) - [To penenty

10 mt. - 6mmctepst (10 mt.) - maukn xkaproHHBIe (100 1mT.) - AT CTAaIHOHAPOB
10 mIT. - 6mmcTeps! (5 mT.) - Mayke KapToHHbBIE (50 MWT.) - IS CTAaIlMOHAPOB
10 . - 6amcreps! (7 mT.) - Ma4Ky KapToHHBIE (70 TIT.) - 71 CTallMOHAPOB
10 mwT. - 6amcreps! (8 mT.) - mauyky kKapToHHBIE (80 MIT.) - 71 CTAllMOHAPOB

5 mrT. - GIUCTEpHI - Mauku KapToHHbIe (5 1mT.) - [To penenty

5 wr. - Omuctepst (10 mrt.) - mayku kaptoHHBIE (50 MIT.) - VIS CTallHOHAPOB
5 mrt. - Gnuctepsl (14 mrt.) - nayku kapToHHbIe (70 MWIT.) - A7 CTalMOHAPOB
5 wrt. - Gnuctepsl (16 mWt.) - nayku kapToHHbIe (80 MWIT.) - A7 CTalMOHAPOB

5 wrt. - Gnuctepsl (2 WT.) - mauku kaproHusle (10 wrT.) - [To penenty

5 wrt. - Gnucteps (20 mrt.) - nayku kapToHHble (100 WT.) - I CTAlIMOHAPOB
5 wrt. - GnucTepsl (5 WT.) - TaYKH KapTOHHBIE (25 MIT.) - I CTAllHOHAPOB

7 wWr. - 6nuctepsl - mauku kapronHsie (7 wt.) - [To perenty

7 wr. - 6nucteps! (10 mrt.) - mauku kapToHHBIE (70 MIT.) - UM CTAI[HIOHAPOB

Mpounssoautenn Appec npoussoautens

AO "KPKA, a.1., Hoso
MecTo"

Smarjeska cesta 6, 8501 Novo mesto,
Slovenia

CtpaHa

CrnoBeHus
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2 |VmakoBmHK/(hacoOBIIMK (B IEPBUYHYIO YIIAKOBKY) AO "KPKA, .1, Hoso

mecTo"
N AO "KPKA, 1.1., HoBo
3 [IpousBomutens (roToBoii JID) " A
MECTO
. AO "KPKA, n.1., Hoso
4 Bslmyckaroluil KOHTPOJIb KauecTBa MecTo"

WucTpyknus no
7 HPUMEHEHHUIO
JIEKAPCTBEHHOTO IIpernapara

TTokazaTb HHCTPYKLIUHU

Homep HJL

8 HopmaTtunast Ne n/m
JITI-Ne(000659)-(PT'-RU)-290322

JIOKyMEHTALHs 1

9 dJapMaKo—TepaneBTqucxaﬂ

®dapmMako-TepanesTM4YeCcKas rpynna

Smarjeska cesta 6, 8501 Novo mesto,

. CrnoBeHus
Slovenia
Smarjeska cesta 6, 8501 Novo mesto,
. CrnoBeHHsA
Slovenia
Smarjeska cesta 6, 8501 Novo mesto,
: CrnoBenus
Slovenia
Tox Ne uzm HaumeHoBaHue
2022 Modnakcusa®

rpymma aHTHOAKTepHATIFHBIC CPEICTBA CHCTEMHOTO JEHCTBHSL; IPOU3BOJHBIC XHHOIOHA; (TOPXUHOIOHEI
10 AHaToMo-TepaneBTHYeCKas Kom ATX ATX
XUMHYECKas
JOIMA14 MoxkcudokcanuH
KIaccuuKanys
Me:xayHapoaHoe
HEeNaTeHTOBAHHOE HJIN dapmaxon. Bxoaut B nepeyeHb HapK.
Topr. Cpox YenoBus
TPYNIMPOBOYHOE WIH IIpou3BoaUTEIb Anpec cratbsi / Homep | cpeacTB, MCHX. BEMIECTB U HX
HaHuM. TOAHOCTH XpaHeHUud
11 dapManeBTHIECKas XHMHYECKOe HJ HPEeKypcopos
cyGCTaHIs HanMeHOBaHHe
Friedrich-Ebert-Str. 217-
MoxkcurokcarH Baiiep AT’ 333, 42117, Wuppertal, ~ ~
Germany
Hanuuue nexapcreenHoro npenapara B nepeune JXHBJIITT Hda
12 Ocob Hanuuue B nexapCcTBEHHOM IIperiapaTe HApKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BELECTB U UX MIPEKYPCOPOB, MOUIEKALIUX KOHTPOIIIO B
coOble OTMETKH

Poccuiickoit denepanuy B COOTBETCTBUU € 3akoHOAaTeNbcTBOM Poccuiickoit deaepannu, MexxayHapoJHBIMU JoroBopamu Poccuiickoit

®Denepanun, B TOM yuciie EnuHoi KoHBeHLKeH 0 HapKkoTHueckux cpeactBax 1961 rona u Koneenuueii o ncuxorponHsix Beniectsax 1971

roaa
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