A PAPMAKOP
“F NPOLDAKILLER

PA3ZPEINEHHE HA BbIITYCK

000 «®APMAKOP MPOAAKIIH», r. Cauxr — Terepbypr
Jinuensng Ne 00336-JIC Ha 0CyIRECTRICHUE TPOKIB0ICTHA
ekapetBenHbiN epeacTs ot 08 okrsbps 2020 roaa (Gecepotio)

Ne 74/2021

F7EL

Toprosoe HANMEHOBAHKE HPOAYKUHI/
AekapcrBedHas dopma/ 103upoBKa/
YHaKOBKa:

Metunpen TabaeTkn 4 Mr
(30 wt.), dnaxon (1), nayka KapToHHas

MexKAYHAPOAHOE HENATEHTOBAHHOE MeTuanpeaHH30Nn0H
HAHRMEHOBAHME

(rpynnnupoBOtHOE H/IH XHMI'ECKOE):

Homep cepumn: 2035341

JlaTa H3roToBJCHHA: 23.11.2020

Topen po: 23.11.2025

Kounuecrso (ITYK YIAKOBOK):

199 964 ynakoBok

Homep H JATa perucTpanuotnoro
YAOCTOBEpEHHN.

T NO15709/01 ot 06.02.2009
(ﬂa'ra 3aMCHBI pEFﬁCTp&HI’IOHE’EOFO }',HOCTOB(?QQHHK
14.09.2020)

HaunmeHOoBAHHE H aZpec QepKaTe s
pPErHcTPANMOHHOTO Y0CTOREpCHuS:

Opuon Kopriopeitun, PHHIAHANA
Orionintie 1, 02200 Espoo, Finland

HopmaTHBHBII JOKYMEHT:

TINO15709/01 — 110518,
Mam. Ne 1 o1 11.12.2019,
Mam. Ne 2 o1 31.01.2020,
Ham. Ne 3 ot 06.04.2020,
Ham. Ne 4 o1 14.09.2020,

HaumenoBanue H ajapec npon3Boanre s

(110 CTAAMAM POHIBOACTBA)

IlpousBoacTBO roToBoOi
JeKapeTBennoii gpopmbl

Opuon Kopriopeitms, Quaissus
Orionintie 1, 02200 Espoo, Finland

Ieppnynas yNakoBka

Opuon Kopriope#in, QuHIAHIAS
Joensuunkatu 7, Salo F1-24100, Finland

BropuaHasi/moTpedHTe/ibeRast
YNAKOBKa

000 «®APMAKOP TITPOJIAKIIH», Poccus

1.140, nurep XK

198216, r. Canxr-Tletepbypr, JleHHHCKHI NPOCNEKT,

Beinyckaromui KOHTPO/b KAYECTRA

000 «DPAPMAKOP ITPOJIAKIIIH», Poccus

1140, murep XK

198216, r. Canxr-TletepSypr, JIeHHHCKHH MPOCHIEKT.

HacTosuHM NOATBEPHIAI0, 9TO YKAIAHHAN [(POLYKUMA MPOM3BEJEHA # MPOKOHTPONHPOBAHA B COOTBETCTBHH C
neftcTBytowuMH TIpaBuiaMu HaLieKaAIEH NPOWIBOACTREHHOI NPAKTHKY W TpeGoBaHUAMH PETHCTPALHOHHOTO I0CkE.

JIOKYMEHTSB! 110 APOH3BOACTBY (IPHMEITMBIM CTAIHAM) H KOHTPO/IIO KauecTsa npoBepeHsl ! oa06peHs!.
Tio6ble OTKIOHEHHA PACCIEIOBAHB! B COOTBETCTBMH ¢ BHYTPEHHHMH NPOLEAYPAMH # ONOGPEHBL Y NOTHOMOUEHHLIM

JTHHOM.
YHoAHOMOYEHHOE JHIO

000 «DAPMAKOP [TPOJIAKIIH»

v 4
N j;”“ /Kouxuna T.B./

e —

31.03.2021

(Tpukas Munsapasa Poccun o6 arrectainm Y nonHomoucHHoro Auua Ne708 ot 16.10.201 8)
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ik PAPMAKOP
7 APOLAKLIH

Cepus: 2035341

PervcrpayoHrHblit HOMEp:

Konwuecrso: 199 978 yn

Nequncknn np. 4.140 nur, K
chakc: 812 - 656 ~ 02 ~ 17

NMACNGPT KAYECTBA Ne74

Merunpen rabneriu 4 mr Ne30

[Jara warorosnenva: 23 11.2020

Fopew po: 23.11.2025

PerucrpauvonHoe yaocrosepenue Ne I NO15709/01 ot 06.02.2009

(aara 3amensl PErucTPaUnoHHOro yaoctosepeHun 14.09 2020)

Npouasenexo. Opuok KOpnopeiiH, OUHNAHUR
Ynakosano: 000 «DAPMAKOP MNPOOAKWH», Poccun
Aara esinonHenua aHanusa: 31.03.2021

Ananya aeinonHed no HO M NO15709/01 -~ 110518, Mam, Net ot 11.12.2019, WMam. N22 ot 31.01.2020, Mam. Ne3 ot
06.04.2020, Mam. Ned ot 14.08.2020.

HauwmeHosaHue TpebosaHns HOPMATUBHOR ACKYMEHTALIN Peaynbrarel asanisa
nokasareneun
Onucanue, Kpyenbig, nROCKME CO CROWSHHBbIMK KDARMY Kpyriible, NAOCKUE CO CKOWGHHbIMMK KDARMM
tabnerkn oT nouty Benore fo Genoro yeerta ¢ TabneTin nodry BENOro UBETA C PUCKOW Ha
DPUCKOM HA OAHOW CTOPOHE OLHOW CTOPOHE.
MognuHHoCTs Bpems yaepHMeanns 0CHOBHOD NUKa Ha Coovsercrayer.
XPOMATOrPaMMEe HCNBITYEMOrO PACTBORE AOMKHO
COOTBETCTEOBATL BREMEHN YABDKUBAHWS NUKa
METHANDEAHWIONOHA HE XPOMATOIPAMME
CTaHAaPTHOID PacTa0Pa METHINDEAHHAONOHA
YD — CNEeKTP UCTILITYEMOrD PacTBopa A0/KeH Cooraercieyer.
COOTBETCTBORATL YO ~ CHEKTPY CTAHAAPTHOO
pacTeopa.
CpegHsa Macca u 114 —~ 126 mr 110 mr
QAHOPOAHOCTL NO Macce., | £ 7.6 % Or~208% n0+05%
PacnanaeMocts. He Bonee 15 muh. 4 My
PacTBopeHue. He mexee 70 % (Q) uepea 30 mus, St 93.0 %
OOHOPOAHOCTE - [ina 10 rabnerok AV - ue Bonee 15,0 %. 2,46 %
AO3MPOBAHKA ~ fins 30 rabnerak AV ~ e Bonee 15,0 % u

KaX/I0e M3 UHAWBUAYANEHBIX IHAUSHWH He
BbixoauT 3a npenans: 0,75M — 1,25M.

PoACTREHHBIE NPUMECH

Npumecu A - ve Sonee 0.5 %,

Mpeanuacnouxa ~ ve Bonee 0.5 %,
Mervunnpegnuaonona auertarta ~ He Gonee 0.5 %,
(pumecn ¢ rRt 2,08 - we Bonee 0.5 %,
Mertnnnpeanmaonona qusmepa (rRt 2, 308) — He
Bonee 0.5 %,

EQnuuuHoi HeuaeHTHRUUMPOBAHHHOR NDUMECH ~
ue Gonee 0.2 %,

Cymma npumecen - ve Gonee 2.0 %

Mpumecn A - menee FKG,

Mpeanwaonona — mexee KO,
MeTunnpegHuacnona ayertara - mexee KO,
Npumecu ¢ tRt 2,08 - menee MKO,
Metunnpeguuaonosa gumepa (rRt 2 39) -
senee KO,

EAMHUMHOR HeuaeHTHOUURPOBAHHHOR
npuMecu — Meree NKO,

Cymma npumeced - menee (KO,

Mukpobuonornyeckan Kareropus 3A. Cooteercreyer
YUCTOTE, B TOM 4KCNE; {FI4 471 GG THYS «CLIKKAC Ne 1855 o1 23 03.2021)
OBGuee wieno aapobuuix | He Sonee 1 000 Menee 10
MuKpooprasmamos s 1r

Qbuiee yrcno He Bonee 100 Menee 10
APOXKEBBIX ¥

nnecxessix rpubos B 11

Egcherichiacolin 1r Oreyreraue He cbuapywano
Konuuecragxioe Or 3.8 0o 4,2 mrirabn 4,03 mrirabn
OnpeasneHne. (o1 80 1o 105 % OT 38ABNEHKOTT COABPKAHKR). (100,63 %)

Ynakoska. {lepeuytian ynakaexa. [lepauvHan yHaKgexs.

Flo 30 unw 100 rabnerok 8 nnacrukosom (N3BIM)
GIEAKOHE G HABUHYHBEIOWLIENCR KPBILIKOW,
ofiecneqnsalolien KOHTPONE NEPBOTO BOKPBITUA,
3 TOfO e MaTepwuana.

BmopuyHan yrakoeka.

Mo 1 dnakony BMECTE ¢ MHCTPYKLKER 1O
ADMMEHEHIKIO NOMEBLLAINT B MAYKY U3 KAPTOHE.

Mo 30 Tabnerok B nnacTukosom (3B
(PNAKOHE C HBAVMHYHMBAIOLIBACH KPbLILLKOW,
ofecneynBaLen KOHTPONL NepBOro
BCKPLITAR, M3 TOID Xe Matepuana.
BmopuyHan yiaKkoska.

Mo 1 thnakoHy BMECTE © MHCTPYKUMER no
NPMMEHEHUIO NOMELLEBHBI B NANKY U3 KapToHa.
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Cepusn: 2035341

g T T
b NProBDAaKi e

TieruHckua np. 5,140 nur. XK
bake: 812 ~855 - 00— 17

NACNOPT KAYECTBA Ne74

Metunpen raBnerku 4 Mr Ne30

Hara u3roToBnenus: 23.11,2020

logen ao: 23 11.2025

{‘Hamenoaaaae I TpeGosanns Hopmarvanon AOKYMEHTALIM T T Pesyncrare anamba S
__nokasatened A Y Iy ST
¢ Mapkuposka. | Ha o KOMKE NacmuKoeozo [FISBIT 3 TAKOHE 1E ! Ha amikem 508020 (1138/1) chnaxona na—‘{
| i JEIKE YKEIHIBRI0M: TOProsoe HBUMEHOBAK KE | LYCCHOM R3LIKG yxasang, Toprosce HaUMEHOBaKWe |
f | NPenapara, MexayHapogHoe HENATeHTOBAHHOE . Npenapara, MEXAyHapoatoe HENBTEHTOBAHHOS i
! s HaumeHosawue, TIEKEPCTEeHHYI0 depmy, Ao03iposky, | HanMEerOBaHue, nexkapcTaennan dopma, ;’
_ | NpovasoAMTens («lpouaseqeno: Cpuos Kopnopew, | AD3MDOBKA, NpoKasoauters {«Mponasegeno: ;
‘ | Dusnaxgun + Opuor Kopnopeitusi, dunnsmaus ?
l j Ynaxosano: 000 “GAPMAKOP MPONAKWH", Poccusn), | Ynakosano: OO0 "®APMAKOP NPOAKILIN", E§
[ i i RO
{ | nororun hupme { %;?*s‘ % nororun peanpusTag, E Poccusn). nororun hupmb ( "mﬂ?}‘ noroTun
f i ocymecmnmemem ynaxosky. HAWMEHOBAHWE 1 , npegnpmmn. ecymacmnﬁmmem ynam&xy.
| | Codepxanve gedcTayiowero BRUECTBA B oaHOR | HAHMeHOBaHKe W cogepxanie ABACTBYOWerg |
3 | Talinerke, cogepxanue HBNONHUTeNeN («q.5,v), ; BELWECTSa B oaHoR Tabnerve, coaepxanve |
i | KOnuvecTso tafinerox g YNAKOBKE, HOMED Cepun | HANOAWUTENeR (1g.5.%), koMMdecTBo Tatinetox g |
j . («Cepun:»), Aaty npouasoncraa («Harotas. »), cpox ! ynakosxe, HoMep cepum («Cepun:»), nava
! fonHocTy {«opex A0n), yenoaus XpanaHus, | Npou3BoAcTES («Maroros. »), CPOK TOgHOCTH i
NpeaynpeanTensHyn HAaANUCs «XpanuTs 8 HEA0CTYNHOM | («[ogen ROI»}, YEHOBHR XpaHeHus, |
AN geTed MecTe.», IEBOACKON(-He) Koa(-bi} YREKOBKHM, i NPeAYnpeavTenbHan Hagnucs «XPaHUTL B {
! Ha xapmownnos 1189Ke M M A3LIKS YKaZhigaom: | HEATCTYNHOM ANS 2eTen MecTe.», aanogcsme Koas
f TOProBOg HauMeHORa s Npenapara, MexaynapoaHoe ! YNAKOBKY,
! j HENATeHTOBaHHOS HaWneHoBaHue, AEKapCTBaHtyo i H, Hi UKE 1, AIIKG YKAIaHD: ;
i i Gopmy, A03IMpOBKY, NpouzeoanTena («Mpoussesens: | TORTOBOE HAUMEHOBAHKE npenapara, |
| : Cpuon Kopnopediwsm, PuknsHaua Ynakosaro: 0CO ’ MEXOYHAPOAHOS HENaTeHToOBaHHOE HaumenoBanme, |
| “PAPMAKOP NPOSAKILH", Pocens Agpac | NeKkapcTeexnas dopma, A0aMposka, : 5
] ] NpausoacTea: 198218, 1. Canicr-Narepsypr, NeHasckusg npoussoautens {«Mpoussenewo: Opuon §
! 0. 4. 140, nur. . Ten: (812} 677-85.82 Kopnopeauwsn, Punngrgus Ynakosawo: 000 |
| ! Saion | "SAPMAKOP MPODAKLLH', Poccus Anpec |
i | Www.pharmprod.rus), noraran PUpMBL (¢ BHOBM »), | npoussoactaa: 108218, r. Caumwﬂmepﬁypr. |
| 5 nOrOTUN NpeanpusTUR, OCYWecTBnAvLLero ynaxkosxy, { Newancnit np., 4. 140, nuar, 3, Ten. (812) 677-89. i
| | HaNMBHOBAHUE U Cofepmane AeficTeydwere sowecraa | 82 www.phammprad.rus). forotun bupmbl !
g | B OoAnOA TabneTke, Copepxaqme HanonHurensi (1q.s.»), i HLQN
: I enoced NPUMEHeRUS, KonuuecTas Tabnerox g yhakoske, (« BPranmm »), noroTan npeanpusTms, i
i HOMED Cepuu («Cepuan), AaTy npoussoacrsa ‘ QCywecTBnAvLero YNAKOBKY, HaumenoBanue |
{ («Haroros.»), CPOK roaHocTy («["ogen Ao), ! coaepkanme AeAcTeyErs BewecTaa 8 oaHORK |
| npeaynpenuTensHbe Hagnucu («lpumensTe CTROrO No } rabnerke, conepwanme HANGAHUTENEN (xq.5.»), !
f | Ha3HAYeHW Bpavas. «Xpanurs g HeaacTyniom ana crocof MIDUMEHEHUA, KONUMECTRO Tatinerok p
‘ { AsTen MecTe .y, «He NPHMEBHATL N0 UCTeuEHMK Cpoka ynakeske, Houwep cepun («Cepus:»), gara |
| i FOAKOCTH, YRA3aHHOro Ha ynaxosxe.», «Copepmr | Npoussoncrtea {(«MsroTos. »), CPOK FOQHOCTI f
| . FlBKTO3bI MOHOrMApaTY), LTPUX-KOR, i {«Fogen poixy, NPeaYnpesuTEntHLEe HARNHeR E
| SAPEruCTRKPOBAHHBIG npeanpuaTHem, i {«MpumensTs CTPOTO NO HATHAMEHUIG Bpavan, '
H | OCYWacTBNAUIMM YNEKOBKY, yCnoaun XpaHeHus, ? «XpaHnTh B HEAOCTYNHOM Ansi nevedl macre.», «He
é | YCnosua oTnycka, Homep PEMUCTDAUUOHHOrO ‘ DUMEHSTS N0 UCTEYEHIM CpoKa rogHoCTH,
| | YAocToRepesun 8 PO, 3a80ACKOA(-n8) Koa(-b!) YNaKoaKw, ! YKA38HHOIa Ha ynakoake.», «ConepxuT nakroas:
{ | MOXET Sbirp HaHeceHa undopmaumn aas MOHATODUKHIG MOHOMAAPBTY), WTPUX-KOA, 3BPArMCTPUPOBEHHLIR i
; | aBwreHun NEKAPCTBEHHOTO Npenapara. f npeanpuRTHenM, OCYLLECTANAIOLMM YnaKkoBKy, f
i - Pacnonowenus SBBOLCKUX KOQOE YNakomku, | ycnosus XPEHEHWS, YCNoBKA OTiyCKa, HOMEBD !
i uHGOpMaLUm gng MOHWUTODUHIE nauKeHus . PEFUCTPAaUNOHHOD YACCTOBEPEHUA B Pd, i
NEeKAPCTBENHOTO NpenapaTa NOCEPUIAHBLIX AaHHBIX Ha | 3aBogckue KOAb! yriakoskn, Hanecana uHthopmayua |
i | BTODMMHOM (norpeﬁmenhcxoﬁ) ynakoaKe Momer | ANA MOHUTOPMHIE ARUKEHUS NEKAPCTBeHHOM J
5 UBMEHATLCS, | npenapara. : 5
- i ]
BakmoueHue

TpeGosaruam HA N NO15709/01 110518, Mam. Ne1 or 11, 12,2019, Uam. Ne2 ot 31.01.2020, Ham, Ne3

ot 06.04.2020, Wam. Ned o1 14.08.2020 coor. ercrayer.

Jasenyoumii naboparopren OKK:
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