MOATBEPKJIEHHE
Ne 09-2022/RP

&

O COOTBETCTBHH JTJEKAPCTBEHHOT O

sop-af-103164
Ref. sop-100062

A I[TIPETIAPATA TPEBOBAHUAM, Page 1 of |
YCTAHOBJIEHHAIM T1PH ET'O
T'OCYJAPCTBEHHOM PETUCTPALINY
Toprosoe HauMeHOBaHHe 3upTex®
Mexnynapoanoe HenaTeHTOBaHHOE LleTnpusun

HauMmeHoBaHKe (I'pyHIIHPOBOYHOE HIIH
XUMHYECKoe)

Hekapesennas popma

Jlo:mposxa

KallIK JUIA [LPHEMA BHY IDb

10 Mr/mn

Mopma BrInycKa

20 MJ1 - GnaKoOHBI ¢ KPBIIKO#H-
KanejabHHLEH - TaYKH KapTOHHBIE

Homep cepuu (napruu): 21J18Z

O6weM cepuu (napruu): 94336 yn.
Jlara npoussoactea: 18.10.2021
Tonew no: 30.09.2026

HaumeHOBaHME ¥ anpec Npou3BOANTENA (C
YKa3alHeM cTaluii npou3soacTsa)

Dticuka Qapmacsiotukans C.p.J1., Mranus
(Via Praglia, 15 - 10044 Pianezza (TO),
Italy) — Bce cranun

Homep wu  jara
YIOCTOBEPEHUS

PETHCTPALHOHHOIO

[TNO11930/01 ot 29.05.2007

Homep HopmaTuBHoii 10KyMeHTalH#

TTNO11930/01-100320 (M3m.Ne 1)

Hanmenopanne H aapec  Aepiareiis
PErHCTPALLHOHHOTO YAOCTOBECPCHNA

IOCBE ®apumm C.A., lsefinapus (UCB
! Farchim SA ZI de Planchy Ch. De Croix-

i Blanche 10 CH-1630 Bulle, Switzerland)

PHCCMOTPBB [NpEIOCTABJICHHbIE MPOU3IBOIAWUTENEM JAOKYMEHTH! H Coepxaluecs B HHX

CBCACHHA, HACTOSLIHM noaTrsepxKLao,

YTO  Ccepui JIEKAPCTBEHHOIO npenapara

COOTBETCTBY T TPeOOBAHUAM, YCTAHOB/EHHbIM MPH ET0 FOCYAAPCTBEHHON PErucTpaiti,

Moanues OTsercTRENHOIO KLY

Ularposa E.A. no

P -~ Josepennoct B/H o1 31.07.2019 .
V.-

{moanuce) (PHO)

Hara 31.01.2022 r.,

d



ReciPI:arm

KO: CI1A04892
HAMMEHOBAHHE: 3UPTEK

CEPTU®UKAT KAYECTBA

JIEKAPCTBEHHASI ®OPMA: Kanam ann nprema BHYTpH
JAO3UPOBKA: 10 mr IeTnpuinna anrnapoxaopuaa /1 ma

YTIAKOBKA: 20 ma - 1 aakon

CootmetcTayer Tpe6oBanuam cneundruxaumii, NPEACTABICHHBIM HHKE:

CIELMHUOHKALIMHA
OAPAMETPBI

Onucanue

TnotHoeTh
pH

MoanuunocTs:
Letupuanna aurunpoxnopua (BIXKX)

Hetvpuauna aurnapoxnopun (TCX)

Metunnapa-riapoxcuberzoar (BIXX)

[Mponunnapa-ruapokcuGensoar (BIKX)

KonuucctacHroe onpenenenve:
- Lletpuanra nurvapoxiopuna {BIXX)

- MetunaparuapokenGensoara (B I3KX)

- lponuanaparuapokckbenzoata (BOMCX)

PoacTBeHHBIC MPHMECH:

- n-Xaopobeniruapon

- n-xnopobensodenon

- 3(Mp raMuepHHa

- nponkaeHraukons agup |

- NPOMHUAEHTARKONS 3pup 2

= CAHHHYHAA HEHAEHTHDHUKHPOBAHHAN
npHMech

- CYyMMa npumeceit

IlpoayxTsl paznokenns KoncepsauTos:

- n-ruapoxcubensoiinas kucnora
[l03a 1 0IHOPOAHOCTL MACCH 10361

Ckopocrs xanens

Shenka Gapmackietixans C.p.a
HOprueckn i aapec: Bua Npatna. 15
10044 [esseuua (TO) Wranua

CEPTHDHKAT AHAJIM3A

28

CEPHH: 211182

CHELUHMOUKAITMHI

Tpo3paynas GecupeTsas *MIAKOCTS C 3anaxon
YKCYCHOM KHCNOTB!

1,060 no 1,100
45-55

Bpems ynepwusanus ocHOBHOrO nuka Ha XpoMarorpamMme
HCTBITYEMOTO pacisopa DONKHO COOTBETCTBOBATH
(£ 3,0 %) BpemcHM ynepauBaHus nuka LUETHPH3IKEA
AAriAPOXNOPMAA Ha XPOMATOIPAMME CTRHAAPTHOMO PacTBOpA
OcHOBHOE NATHO HA XPOMATOTPAMME HCTILITYEMOTO pacTsopa no
MONOMKEHUIO, BENUUMHE M OKDACKE NOMKHO COOTRETCTBOBATH
OCHOBHOMY NATHY Ha Xpt)MaTOFpaMMC chH.!lap'mom pacTeopa
Bpems ynepxuBasus IMka COOTBETCTBYHOLICIO METHINapa-
THAPOXCHOEHI0ATY HA XPOMATOrPAMME HCTIEITYEMOrO pacTBOpa
RoMKHO cooTseTeTBoBaTh (+ 3,0 %) BpeMeHn yACpKHBAHMA
nuka Me'rmlnapa—runpamnﬁensoa’ra Ha XpoMaTtorpamme
CTaHOaPTHOrO pacTROpa

Bpema yrepkusanus nuxa COOTRETCTBYIOWENO 1TPONUANApa-
FUAPOKCHGEHI0ATY HA XPOMATOrPAMME HCTIBITYEMOrO pacTropa
A0mKHO cooTBeTCTBOBATH (+ 3,0 %) Bpemenu YACPAHBAHHA
IHKA  MponuANapa-runpokcHBenoaTa Ha  XpoMaTorpaMme
CTAHAAPTHOTO pacTBOpa

10,0 mr/mn Hopmst: 95,0 - 105,0 %
1,35 mr/mn Hopmbr: 90,0 - 110,0 %

0,15 mr/ma Hopmst, 90.0 - 110,0 %

He 6onee 0,2 %
He Gonee 0,2 %
He 6once 0,2 %
He 6onee 0,2 %
He 6onec 0,2 %

He Gonee 0,2 %
He Gonee 1,0 %

He Gonee 0,5 %

CropocTs Kanens He Bonee 2-X kanens/c

Tea., duaxe, emal, neG-cair

[lepeson

okTsbps 2021

No Homep cepTudmkara

PE3YTILTATBL

Coorserctayer

1,092

CoorsercTayer

Cootsercrayer

CooTreTcTBYET

CootseTcTsyer
9.9 mr/mMn
1,329 mr/ma
0,146 mr/mn
<0,10 %
<0,10%
<0,10%
<0,10%
<0,10%
<0,10%
<0,10%

<0,2%

2 ganau/c

»:ﬂ!?.‘\\lﬂ {pexaminTe)

C. 172



ReciPh;rm

CEPTHOHKAT KAYECTBA
KOJ1: CIA04892
HAHMEHOBAHHE: 3UPTEK
JIEKAPCTBEHHAS! ®OPMA: Kanuu aan npuemMa BHYTpb
JIO3HUPOBKA: 10 Mr Uernpuinna aurnapoxaopuaa /1 Ma
YITAKOBKA: 20 ma - 1 daakon
Cootsercrsyet TpeoBatuam crnenkukanui, NpeICTaBIeHHBIM HIKE!

CEPTH®HKAT AHAJIM3A
CIIELHHOHUKAILIHMH
TIAPAMETPhI CIEITUGUKALIMA
OrinoHenne eanumu Lo 10351 Orxnoncnne ennumsnoit n03pi ne Gonee yen - 10 %
OT cpejIHeil Macchl
OTiiI0HEHUE eAMHUUHOR 403k OTKNOHEHUE SAMHHYHOM 103M He Gonee uem + 10 %
OT CpelHer Maccel
OrknoueHne cymmur 10 Mace Orknonerue cymmst 10 Mace He Gostee uem 15 % ot

HomunanbHol Maces! 10-Tu go3
MukpoGnonoriucckan uncrora

TAMC He Gonee 100 KOE/mn

TYMC He Gonee 10 KOE/mn

Escherichia coli Orcyrersue Escherichia coli B 1 Ma
H3spnexaembiit 06bém B coorpercrauum ¢ ©. CLIA <698>

Meperon

28 oxTabps 2021 r.

Ne Homep ceprudrkara
CEPHSA: 21]18Z
PE3VJILTATEI

-3%
3%
0%

0 KOE/ma

0 KOE/Mmn
OrcyTernyer
20 mn

HﬂCTOHLLlHM TIOATBCPAK,IAKD, MTO BCE NPOU3BOUCTBCHHRIE CTA/IMH JaHHOM CCPHH roTOBOTO npoaykra OBIJIH BBINONHEHE] B MOJHOM
COOTBETCTBHH € TpeGosanuamu Hamnexameii [poussoacrsenuoii lpatixn (GMP) EC 1 8 COOTRETCTBHM € TpeGOBAIMAMH 110

PErHCTPALAN CTPAIBI/CTPAH HAZHANEHUA,

Konnuectso: 94336 wr. 3aperuCTPHPOBAHHEIR YCIORUSA XPAlEHHS: XPAHHTS NpH Temncparype He Boie 25°C
Jlata npounzsoncrea: 18/10/2021 [Cozen no: 30/09/2026
Crpana: Poccun [ponssoautens:  Diicika dapmacsiotukans C.p.a., Mranus

YHIonHOMOYCHHOE K110

Hma, Qamunus <[loanuce>

Siieswa hapscroTikam Cpa. Tea., Gake, email. seb-canT
HOpuanyecinit apec: Bua Ilpatss, 15
10044 NMusineuua (TO) Hranuw

X Lth;:.\mn(pckmnmsj







