rocypapcTBeHHbIIi peecTp
NEeKapCTBEHHbIX CPEACTB

I'PJIC BMKII

PervcrpanyoHHOe y/0CTOBepeHHe

Homep JITI-N (000054)-(PT-RU)

E3K POIT Cepsuc

Jara perucrpauuu 06.05.2020

CnipaBka

Jlara oKOHYaHHUs

o 06.05.2025
AelicTBUsA

Paspemiés BBo/J B rpaKAaQHCKUHT

Jara
peleHust

06.05.2020

Boiitn

HaumeHoBaHue fiepskaresis Hammerosarue AO "KPKA, 1.1, Hoo mMecto”
WU BajenbLa
2 PerucTpalioHHOro CroBeHus

YAOCTOBepeHust Crpana

JIeKapCTBEeHHOTO Tperapara
3 ToproBoe HaMMeHOBaHHe
JIeKapCTBEeHHOTO Tperapara
MexxyHapogHoe
HeIlaTeHTOBaHHOe
MeTtomnpoJion
4 | M rpyrnupoBouHoe
WM XUMHUYeCKoe
HanMeHOBaHHe

MeTtonposion-KPKA

5 DopMEI BeIITyCKa
JlekapcTBeHHas dopMa

TabJIeTKU C TPOJIOHTUPOBAHHBIM BLICBOOOXK[EHUEM, [TOKPBITHIE
MJIEHOYHOM 060/104KOiA

TabJIeTKY C IPOJIOHTMPOBAaHHBIM BLICBOOOXK/|eHHEM, TTOKPBITHIE
JIEHOUHOM 000/I0UKOM

Jlo3upoBKa

100 mr

200 mMr

5 et
oGopor o

Cpok
Yci0BUA XpaHeHUs
TOAHOCTH

YnakoBku

3 roga [pu TemIepaType He Bbillle 25 rpag., B
OPUTHHAJIbHOM yIIaKOBKe

e 10 wr. - 6rmcTeps! - auku kKapToHHsie (10 ) - o perenty

e 10 wr. - 6mucrepsl (10 1wT.) - mauky KaptoHHbIe (100 mt.) -
ITo peventy

e 10 mwrT. - 6rucTepsl (3 WT.) - Ma4ky KapToHHbIe (30 wT.) - [To
perienTy

e 10 wr. - Guctepsl (5 WT.) - nayku KaptoHHbie (50 mwr.) - ITo
perienty

¢ 10 mwrT. - 6rucTepsl (6 WT.) - TaYKK KapToHHbIe (60 1wT.) - [To
perienTy

e 10 wr. - Guctepsl (9 WT.) - mayku KaptoHHbIe (90 mwrT.) - [To
perienty

e 14 . - 6nucTepsl (2 WIT.) - TAYKK KapTOHHbIe (28 1wT.) - To
perienTy

e 14 wr. - 6iucTepsl (4 WT.) - a4k KapToHHBIE (56 mT.) - [To
perienty

e 14 wT. - 6nuctepsl (6 WIT.) - TAYKK KapTOHHbIe (84 1wT.) - TTo
perienTy

e 14 wr. - 6iuctepsl (7 WT.) - a4k KapToHHBIE (98 miT.) - [To
perienty

e 15 wT. - 6nucTepsl (2 WT.) - Ma4ky KapToHHbIe (30 wT.) - ITo
perienTy

e 15 mr. - GucTepsl (4 WT.) - Mayku KapToHHbIEe (60 mmrT.) - ITo
perienty

e 15 wT. - 6nuctepsl (6 wWT.) - a4y KapToHHbIe (90 wT.) - TTo
perienTy

3 roga Ipu TeMIIEpaType He BblLue 25 rpaj., B
OPWUI'MHA/ILHOM YTIaKOBKe

e 10 wr. - 6;mcTeps! - nauku KapToHHsle (10 wr.) - o penenty

e 10 wrT. - 6nuctepst (10 wr.) - mayky KapToHHbIe (100 wrT.) -
Ilo peuenty

e 10 wr. - Gucrepsl (3 WT.) - nayku KaptoHHbie (30 mwr.) - ITo
perienty

¢ 10 mwrT. - 6ructepsl (5 WT.) - Ma4Ky KapToHHbIe (50 1wT.) - TTo
peLenTy

e 10 wr. - Guctepsl (6 WT.) - Mayku KapToHHBIE (60 mmT.) - ITo
perienty

e 10 mwrT. - 6ructeps (9 WT.) - Ma4ky KapToHHbIe (90 wT.) - TTo
peLenTy

e 14 wr. - GiucTepsl (2 WT.) - MAYKU KapTOHHBIE (28 mmT.) - [To
perienty

e 14 wT. - 6GnucTepsl (4 WT.) - TAYKK KapToHHbIe (56 1wT.) - [To
peLenTy

e 14 wr. - 6iuctepsl (6 WIT.) - a4k KapToOHHBIE (84 mmT.) - [To
perienty

e 14 wT. - 6nucTeps (7 WIT.) - TAYKK KapToHHbIe (98 1wT.) - TTo
peLenTy

e 15 mr. - GiucTepsl (2 WT.) - nayku KaptoHHbie (30 mwr.) - [To
perienty

e 15 mwT. - 6nucTepsl (4 1WT.) - TAYKK KapToHHbIe (60 1wT.) - [To

peLenTy
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e 15 wr. - 6rmcreps (6 wT.) - mauku kaprouxsie (90 mit.) - Tlo
perienty

3 roga [Ipu TemIeparype He Bbillle 25 rpag., B
OPUTHHAJIbHOM yIIaKOBKe
e 10 wrT. - 6rmcTeps! - nauku KapToHHsle (10 wrt.) - o perenty
e 10 wr. - 6rmcrepst (10 wT.) - mauku KapTouxste (100 mit.) -
ITo peyenty
e 10 mwrT. - 6nucTepsl (3 WT.) - Ma4ky KapToHHbIe (30 1wT.) - ITo
perienTy
e 10 wr. - 6rmcreps (5 wT.) - mauky KapTouHsie (50 mit.) - Tlo
perienty
¢ 10 wrT. - 6nucTeps! (6 WT.) - Ta4KK KapToHHbIe (60 1wT.) - TTo
perienty
e 10 wr. - 6rmcreps (9 wT.) - mauku kKaprouxsie (90 mit.) - Tlo
perienty
25 Mr e 14 wT. - 6nucTepsl (2 WT.) - MaYKK KapTOHHbIe (28 1wT.) - TTo
perienTy
e 14 . - 6rmcteps (4 WT.) - TauKK KapToHHbIe (56 mit.) - [To
perienty
e 14 wT. - 6nuctepsl (6 WT.) - MTaYKK KapTOHHbIe (84 1wT.) - TTo
perienty
e 14 wr. - 6rmcreps (7 wWT.) - Mauky KapTouHsie (98 mit.) - Tlo
perienty
e 15 wT. - 6nucTepsl (2 WT.) - Ma4ky KapToHHbIe (30 wrt.) - TTo
perienTy
e 15 . - 6rmcreps (4 wT.) - Mauku KapTouHsie (60 mit.) - Tlo
perienty
e 15 wT. - 6nucteps! (6 WT.) - a4y KapToHHbIe (90 wT.) - TTo
perienty

Tab/IeTKM C MPOJIOHTUPOBAHHBIM BEICBOGOXK I€HHUEM, MOKPBITHIE
IIEHOYHOM 000/I0UKO

3 roxa [Ipu Temniepatype He Bblille 25 rpaj., B
A OpUTHHAJIbHOM yIaKoBKe

e 10 wr. - Guctepsl - nauku KaptoHHkle (10 wr.) - [To perenTy

e 10 wrT. - 6nuctepst (10 wr.) - nayky KapToHHbIe (100 wrT.) -

Ilo peuenty
e 10 wr. - 6rmcreps (3 wT.) - mauku KapTouxsie (30 mit.) - [lo
peLienTy
¢ 10 wrT. - 6nuctepsl (5 WT.) - Ma4ky KapToHHbIe (50 wT.) - TTo
peLenty
e 10 wr. - 6rmcreps (6 wT.) - Mauku KapTouHsie (60 mit.) - Tlo
peLienTy
e 10 wrT. - 6nucteps (9 WT.) - Ma4ky KapToHHbIe (90 wT.) - TTo
Tab/IeTKM C MPOJIOHTMPOBAHHBIM BBICBOOO)KIEHHEM, MOKPBIThIE PELenTy
€ 1ip p A p 50 mr e 14 . - 6rmcteps (2 WT.) - TauK¥ KapToHHbie (28 mit.) - TTo
TI7IEHOYHOW 060/10uKOH
peLienTy
¢ 14 wT. - 6nucTepsl (4 WIT.) - TaYKK KapToHHbIe (56 1wT.) - TTo
peLenTy
e 14 . - 6rmcreps (6 WT.) - Mauky KapToHHsie (84 mit.) - Tlo
peLienTy
e 14 wT. - 6nuctepsl (7 WT.) - MTa4KK KapToHHbIe (98 1wT.) - TTo
peLenTy
e 15w - 6rmcreps (2 wT.) - mauku kaptouxsie (30 mit.) - Tlo
peLienTy
e 15 wT. - 6nucTepsl (4 WT.) - Ma4KK KapToHHbIe (60 1wT.) - TTo
peLenty
e 15 wr. - 6rmcreps (6 wT.) - mauku kaprouxsie (90 mit.) - Tlo
peLienTy
Ne o/ Cragusa npousBoAacTBa Mpoussogutens Appec npoussogutens CrtpaHa
6 CBe/ieHUsI 0 CTausAX n
TPOM3BOACTBA IMpou3sBoxuTens (Bce craguu, BKItouast Beiyckaroumii koHTposis AO "KPKA, 1.1., HoBo Smarjeska cesta 6, 8501 Novo mesto, Crosenyst
KauecTBa) mecTo" Slovenia
NHcTpykuus no
7 MPUMEHEHHIO IoKa3aTh MHCTPYKLMU
JIeKapCTBEeHHOTO TIperapara
8 HopmaruBHast Ne n/m Homep H/J Top Ne u3m HaumeHoBaHue
IOKyMeHTaLusl 1 JITI-N (000054)-(PT"-RU)-060520 2020 Metonponon-KPKA
9 ®dapmako-TepareBTHYe CKast ®apmako-TepanesTuyeckas rpynna
rpynna Heral-azpeH06I0KATOp CeNeKTHBHBIN
1 AmnaTtoMo-TeparneBTHYeCKast Kon ATX ATX
0 XuMITIeCKast C07AB02 MeToriposon
K/1acCH(UKaLust
11 dapmarieBTHUeCKast MeskayHapoaHoe
cybGcTaHIus HenaTeHTOBaHHOe H/IH dapmakon. BxoguT B nepeyeHb HapK.
Topr. Cpok YcnoBus
TPyNNUupoBOYHOE H/IH IIpoussopurenn Appec crarbs / Homep — cpeacTB, ncux. BemecTs U
HauM. TOAHOCTH XpaHEHWUA
XMMHYeCKoe HJ, MX NPEeKypCcopoB
HavMMeHOBaHUe
Mosxe Karanana Poligono Industrial Sur, Cesar
MeTorposon Martinell I Brunet, 12A, ~ ~

C.JL 08191 Rubi, Barcelona, Spain
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Ocobble OTMETKH

Wnka P.O. Sejavta, District Ratlam
Mertomnposon Jlabopatopus 457 002, Madhya Pradesh, 5 et
Jlumures, India
Rue Rene Magritte 163,

MeTorposon benexum C.n.p.J1 Lessines 7860, Belgium

5 et

Hanuuue nekapctBeHHOro Ipenapara B nnepeune YKHBJIIT

Hanuuue B 1eKapCTBEHHOM IIperapare HapKOTHUeCKUX CPeJCTB, IICUXOTPOIHBIX BelleCTB U UX IPeKypCOPOB, MO//IeXKalljuX KOHTPOJIIO B
Poccutickoit ®efepaljiy B COOTBETCTBHHU C 3aKOHOZAATeNsCTBOM Poccuiickoit Pefepary, Mexx[yHapoJHbIMU JoroBopamu Poccuiickoit
®epepanyy, B ToM unciie EqiHON KOHBeHIMeH 0 HapkoTUYeCcKux cpefictBax 1961 roga n KoHBeHLHel 0 ICUXOTPOIHBIX BemjecTBax 1971
roga



