rocypapcTBeHHbIIi peecTp
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I'PJIC BMKII ESK POIT Cepsuc

PervcrpanyoHHOe y/0CTOBepeHHe

Homep |JITI-003102 Jara perucrpauuu 21.07.2015

[ara nepeodopmnenus 22.07.2020

HaumeHoBaHue fiepskaresis
WU BajenbLa
PerucTpalioHHOro
YAOCTOBepeHust
JIeKapCTBEHHOI'0 Iperapara
ToproBoe HauMeHOBaHUe
JleKapCTBEHHOI0 Tperapara

Haumenosanve OAO "TI'egeon Puxrep"

2

Benrpus
CrpaHa

3

MemaHTHH-PHuxTep

CnipaBka Boiitn

Jlara oKOHYaHHUs
JefcTBUA

Jara
peleHust

31.12.2025 22.07.2020

Paspemiés BBo/J B rpaKAaQHCKUHT

5 et
oGopor o

MexxyHapogHoe
HeIlaTeHTOBaHHOe
MemaHTHH
4 | M rpyrnupoBouHoe
WM XUMHUYeCKoe
HanMeHOBaHHe
Jexapcrsennas hopma JosupoBxa CPpoK rofHoCTH YcnoBusi XpaHeHUs!
YnakoBku
2 roga [Ipu TemMniepatype He BbIlLie 25 rpaf,.
5 DOpMEI BBITyCKa e 1-15 Kr - MellKH - KOpoOKHU nosumnponuaeHossle - In-Bulk
TabJIeTKY, IOKPBIThIE TJIEHOYHOH 000/104KO# 10 mr e 15 wiT. - 6ucTepsi (2 wit.) - nayky KaptoHHbie (30 wt.) - [To perenTy
e 15 . - 6iucTepsi (4 wt.) - nayky KapToHHbie (60 wt.) - [To perenTy
e 15 wT. - 6;uctepsr 290-310 T, - KOpoOKU KapToHHbIe (15 mT.) - In-Bulk
Ne
o/ Cragus npoussBoAcTBa Mpoussogutens Appec npoussogutens CrpaHa
1 VYrakoBuk/hacopiiyk (BropuuHas/ Axuuonepsoe obujectso "TEJEOH PUXTEP- | MockoBckast 061., ropofckoit okpyr Eropresck, Poccust
TpeTHUYHasi yIIaKOBKa) PYC" (AO "TEAEOH PUXTEP-PYC") noc. lIlyBoe, yn. JlecHas, 1.40
P VYiakoBUIMK/(acoBIIVK (B Axuuonepsoe obijecteo "TEJEOH PUXTEP- | MockoBckast 06:1., ropofckoii okpyr Eropresck, Poccus
TepPBUYHYIO YTIaKOBKY) PYC" (AO "TEAEOH PUXTEP-PYC") noc. lITyBoe, yn. JlecHas, 1.40
. AxuuonepHoe obijecteo "TEJEOH PUXTEP-  MockoBckast 06:1., ropofickoii oKpyr EropreBck,
3 Tpowssoptens, (rotosoii JI®) PYC" (AO "TEJJEOH PUXTEP-PYC") noc. [lysoe, yn. Jlecuas, 4.40 Pocaun
YakoBUMK/(acoBIIMK (BTOpHYHAas/ " " 35 Graniczna Str., 05-825 Grodzisk Mazowiecki,
6 CBQ,E[EHPI?[ 0 CTagusixX 4 TpeTHuHas yHaKOBKa) 000 FeAeOH PI/IXTep TTonbla Poland TTonbia
NIPOU3BO/CTBA - - : o
5 YakoBIMK/(acoBIIUK (B 000 "Teneon Puxrep Mombima” 35 Graniczna Str., 05-825 Grodzisk Mazowiecki, Honbma
TIePBUYHYIO YIIAaKOBKY) Poland
6 [IIpousBoguress (roToBoi JID) 00O "T'eieon Puxrep ITonbima" iilgggmczna Str., 05-825 Grodzisk Mazowiecki, TTonbia
7 BIIVCKAOLI KOHTDO/L KauecTsa AxionepHoe o6mjectso "TEJEOH PUXTEP-  MockoBckasi 00/1., TOpOJCKOl oKpyr EropbeBck, Poccust
yeKaior p PYC" (AO "TEJJEOH PUXTEP-PYC") noc. Ilysoe, yn. Jlecuas, 4.40, ctp. 2
8 Beinmyckarouumii KoHTposb KadyectBa OAO "T'eieoH Puxrep” Gyomroi st. 19-21, H-1103 Budapest, Hungary ~ Benrpust
9 |Brimyckarouii KOHTponb KauectBa (OO0 "Tegeon Puxtep [Mospma” 5, J. Poniatowski Str., 05-825 Grodzisk [Monbia

WHcTpyKLms mo

Mazowiecki, Poland

7 MPUMEHeHHIO IoKa3aTh MHCTPYKLMM
JleKapCTBEHHOr'0 Iperapara
Ne n/n Homep HJ| Top Ne u3m HaumeHoBaHue
8 HopmarusHas 1 JI1-003102-210219 2019 MemaHTHH-PrxTep
JIOKyMeHTaLst
2 Wsm. Nel k JIT1-003102-210219 2019 1 MeMmaHTUH-PrxTep
9 ®dapmako-TeparieBTh4ecKast ®dapmako-TepaneBTMYecKas rpynna
rpynmna JleMeHLIY CPeJICTBO JIedeHUsI
10 AmnaroMo-TepareBTHYeCKast Ko ATX ATX
XAMdecKast NO6DX01 MeMaHTHH
K/IacCcuUKaLs
Me)K;(yHapom-loe BXO}I[P[T B IiepeyeHb
HeIaTeHTOBaHHOe WIN !Ilapmal(or[.
Cpok HapK. CPe/CTB, ICHX.
TPyNNUpPOBOYHOE HIH Topr. Haum. IIpousBopuTenn Appec YcnoBus xpaHeHus  crarbs / Homep
FO/JHOCTH Bel[eCTB H HX
XHMHYecKoe HI
11 KDapM%uequeCKaﬂ HaHMeHOBaHHe MpeKypcopoB
Cybcranus Via Matteotti, B 3amyiieHHom oT
MemaHTHHA 249, 28062 CBeTa MecTe, IpU dC 000962-
MeMaHTHUH IIpokoc C.m.A. - 5 ner ~
TU/IPOXJIOPUZ, Cameri (Novara), Temrneparype He Bbiie 051114
Italy 25 rpag,.
Hannuue nekapcTBeHHOro npenapara B rnepeuse YKHBJITT Ja

12

Ocobbie OTMETKH

Hanuuvie B nekapcTBEHHOM IIperapare HapKOTHUYeCKUX CPeZCTB, IICUXOTPOIIHBIX BellleCTB U UX MPeKypCOPOB, MO//IeXKalljiX KOHTPOJIIO B
Poccutickoit ®efepaly B COOTBETCTBUHU C 3aKOHOZATeNbCTBOM Poccutickoii Pefeparyu, Mexx[yHapoJHbIMU JoroBopamu Poccuiickoit
®ezepaniyy, B ToM urciie EquHON KOHBeHIMel o HapkoThdecKux cpefictBax 1961 roga v KoHBeHreli 0 CUXOTPOIHBIX BeljecTBax 1971
roga
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