000 «®APMAKODP HPOAAKHIHy, ¢ Canwr ~ Tevephiypr
et Ne 003 36-J10 fa acyHiecTrAC e Hpoineerng
JCKUPCTRCHILIN Cpeacts o1 BY anpes 2027 roaa (Beeeponna)

PA3PEILEHME HA BLITTYCK Ne 138/2021

Toprosoe nauMenonamie npoaykun/ | Mernupea radjeTkin 4 Mr

JeRapersennas Gopma/ j1o3nuponra/ (30 urr.). urakon (1), nasca KapTorHas
)’I‘HUCOHK'J: o
MRy Hapoaoe HEeNATCHTOBANIIOE Me rranpeAnH30i10H

HamMeHoBamnue
(rpYNIHPOBOMIIOE I XHMIIMCCROC):
Homep cepmi: 2044087

168023021

Ila'rn IroTonJICHII,

Cojaen jio: ' 08.02.2026

Koanueerso (IUTYK YIAKOBOK): 199 980 ynaroBox

Homep 1 ara pernerpaiomiero TTITNOTS709/01 o1 06.02.2009

YAOCTOBEPCHE: (J1aTa 3aMEHbI PEIHCTPALHOHTONO YIOCTOBCPEHIS
14.09.2020)

Haunenosamie 1 ipec Jepsrareiis Opuon Kopriopeftuiu, Muussiims

PErHCTPALOHIONO YAOCTOBCDCHM: Orionintie 1. 02200 Espoo, Finland

HopMATHRHLIH J0OKYMEIIT! [T NO15709/01 - 110518.

Man, Ne 1 or 11.12.2019.
Fam, Mo 2 o1 31.01.2020.
Maa, Ne 3 o1 06.04.2020.
Mas. No 4 o1 14.09.2020.
HaAHMEIOBANEE I AAPEC TPOI3BOLHTEIS (110 CTAANIM HPOH3BOICTBA)

IMpou3BoucTBO roToBoli Opnou Kopuopettmu, Ouiasiis
JeRapersennoii gpopmbl Orionintic [, 02200 Espoo. Finland
[MepBuMHan yHaKoBRa Opuion Koprnopeiiin, PHEASHHS

Joensuunkatu 7, Salo FI-24100, Finland
Bropuunas/norpebureianberkas 000 «DAPMAKOP ITPOJAKILIH», Poceust
YIAKOBKY 198216. r. Canxr-TlerepOypr. JlennHckuii npocnexT,

140, marep 2K
Boinyckatonnii KOrpoian Kauecrsa OO0 «®APMAKOP TTPOJIAKITH». Poceus
198216, r. Camier-llerepdypr. Jlennucknii npocncKt.
AL 140, mrep A
HacToRLIM HOLTBEPAAAID, 10 YKU3AHHEA TIPOAYRLUHA NPONIBCACHA 1 1IPOKOHTPOMIPOBAHA B COOTBETCTBIN C
AcHicTBYIONIMH [1paBIAaNMI HAZACKAIIETT NPOIIRAICTREHHON NPAKTHRI 11 pedosnitsni PErUCTPILIONHOIO J0ChL.
JIOKYMCHTB! NC NPOHIBOACTEY (MPUMCHIIMBIN CTRIUAM) 1 KOHTPOIIO KaleCTRarAPBEEREHY! 11 0100pCHbl.
J106ble OTKAOHEHHA PACCASAOBANLI B COOTRETCTHIN ¢ BHYTPCHIIMI 7_;;;33_1’110}1_»'5@::.:;1,11 QIOAPCHLE Y IOTHOMOUEHHbBIN
JHLOM, ;
YHoJoMoUeHHoe JIo 87«0
Q00 «DAPMAKOP IPOJAKIUH» B

Q/ /Kouxnna T.8./ 22.06.2021

(Npirkas Munsapasa Poccits 06 arrectatiin Y noanomouciioro it Ne O80T 16.10.201







Crpakinua 1 432

.44'— hFAPMAKOP
w7 NPOAAKIIH

Cepusi 2044087

' PerucTpaLnorHbiil Homep:

" Konwdectso: 199990 yn.

..MpoiaseaeHo: OpuoH Kop
" YnakosaHo:
[iaTa BbINCAHEHUS aH
© Akanus seinosiHed no HO

06.04.2020, Wam. Ned ot 1

198216 r. Cankr — MNeTepbypr
NenvHckuit np. 4. 140 nut. XK
dakc: 812-655-02-17

NACMOPT KAYECTBA Ne138

" [ara narotosnenus: 08.02.2021

nopedt, PUHRSRANA

000 «PAPMAKOP MPOOAKLLH», Poccus
anusa; 22.06.2021 :
‘HO N N015708/01 — 110518, Uam. Ne1 ot

4.09.2020.

Mewnrjep. Tabnerku 4 Mr Ne30

Foner ao: 08.02.2026

*  PerucTpaLimonHoe yaocToseperne Ne Tl N015709/01 ot 06.02.2009
' (naTa 3ameHbl PErUCTPaLUOHHOTO yaocTosepenns 14.09.2020)

11.12.2019, Vam. Ne2 ot 31.01.2020, Uam. Ne3 ot

~

PesynetaTsl @aHanusa

[O3VPOBAHMA

Kawpoe u3 UHAMBIAYENbHBIX 3HAYEHNA HE
BbIXOAUT 32 npegensbl 0,75M — 1,25M.

HaumeHosaHue 1 TpebosaHus HOPMATUBHOM AOKyMEHTaLMA
_ nokasarenei e ; : - : , _
| Onucanue. “Kpyrnsie, NNOCKXe CO CKOLUEHHBIMM KpasMu Kpyrnbie, NNOCKUE CO CKOLUEHHBIMM Kpaamu
' " TabreTky OT nouT Benoro 4o Genoro LeeTa ¢ -Tabnetku noyty Benoro LpeTa C PUCKOH Ha
_ ; ; DUCKOIA Ha OOHOW CTOPOHE. ; S OAHOW CTOPOHE. o
Mo4NWHHOCTD 1 BpeMs yaepKUBaHUS OCHOBHOIO MKa Ha CooTBETCTBYET.
' L ' xpomarorpamme WCMBITYEMOrO PAGTBOPa ACMKHO .
COOTBETCTEOBATL BPEMEHU YASPKUBAHUA NUKa
MeTUANPEAHM30NOHa Ha XpoMaTarpamme.
‘CTaHOAPTHOTS PAcTopa MeTUNNDeqHU30NoHa.
1 Y& — crexTp vcneITyEeMOro pacTaopa A0KEH CoOTBETCTBYET.
. . | cooTReTETBOBATE Y® — CREKTPY CTAHAAPTHOMO
Fob ey N | pacteopa. ‘ ;
CpeaHas macca ¥ 114~ 126 mr ‘ 119,7 mr
OfHOPOAHOCTE MO Macce. | +7.5 %: OT=2,0%p00+192%
PacnagaeMocT.. ‘He Bonee 15 MUH. j B MuH
| PacTBOpenve. He meree 70.% (Q) Yepesd 30 MUH. : S1: 91,7 %.
| OpHopoaHocTs = inA 10 Tabnetok AV — He 6oree 15,0 %. ‘ 531%
~ [inn 30 Tabnetok AV — He Bonee 15,0 % : :

PoACTBEHHBIE NPUMECH

Mpumecu A — He Bonee 0,5 %,
Mpeanusorioxa — He Bonee 0.5 %,

. MeTunnpeaHuaonoHa aueTata — He Gonee 0,5 %,
Mpumecu ¢ rRt 2,08 — He Gonee 0,5 %,
MeTunnpenuuraosnona aumepa (rRt 2,39) — He
tonee 0,5 %,

EAUHUHHOR HeraAGHTUDWLMPOBEHHHON MPUMECH —~
He Gonee 0,2 %,

Tpumecu A — menee NMKO,

‘NpenHU300Ha ~ He 0BHapyXeHo,
MeTunnpegHusonoxa aderara — meree MKO,
Mpumecu ¢ rRt 2,08 — menee MKO,
MeTunnpegrusonona gumvepa (rRt 2,39) ~ ve
ofHapyeHo,

EAVHUMHON HEUAEHTU(ULMPOBAHHHOA NpUMecH

— meHee MKO, '

: L Cymma npumeceii = He Bonee 2,0 %. | CymMma npumecei — menee MKO.
Mmﬁposnonomue‘c':i{an. | Kateropusi 3AT ‘CoOTRETCTBYET ;
i ‘-‘lHCTGTEl, B TOM Yucne:. T : (M WD CNB FBY3 «C3UKKNCs Ne3514 or 07.06.2021)
| OBujee uncrio aspobHeix - |.He Bonee 1 000 Menee 10 ;
MUKDOOPraHMsmMos 8 11 e e e : :
DBtes YMCro APOXOKEBbIX - |-He Bonee 100 Menee 10
1 WnnecHesbix rpuBos BT ro |
‘ Escherichia colip 1T - OTeyTcTBUE He ofHapyxero
KonuuecTeeHHoe Or 3,6 0o 4,2 mr/tabn | 3,88 Mr/tabn
onpegenexve. {oT 90 A0 105 % ot 385BMEHHOTO COAEDKAHUA). (97 %)
| Ynakoska. [TepsuyHas yriakosKa. [lepsuYHas ynaKkoeka. -

Mo 30 unw 100 TaBnetok B nnactukosom (M3OBM)

" hnakoHe ¢ HaBUHUMBAIOLIEHCSA KPLILKOHA,”

- obecnednBaoLLen KoHTponb-nepsoro-acprlmn,
U3 TOFO e Matepuana,

hnaxKoHe ¢ HaBUHYMBEIO

j%ﬁ%%‘

Mo 30 TabneTok B nnactikosom ([12BM)

ofecneunBaloLien KoHT
W3 TOro Xe maTepuanal/

| BmopuyHag: yrnakoska.: _ " i BmopuyHas ynakoeka/ v/ . i
| Mo 1 chriakoHy BMECTE C MHCTPYKUUER no .« Mo 1' dhnakoHy BMec | -rpym@%" \
. -anMe'ﬂeHnto MOMELLAT B NAYKy U3-KapToHa. ‘TPUMEHEHUIC Neme l:lu naqqlt.'glw:s; apToAal: i
s : : = % 3 & =
A\ [=% .
2
_\ 2 do™

REG =~ CTM - 0187







Crpaniua 2 us 2

A b SR PR A KD
YV BPOIAKLIEE

Cepus: 2044087

198216 r. Cankr — NeTepbypr
JlenuHckui np. A.140 nut. 2K

take: 812 - 655 ~02 - 17

MACMNOPT KAYECTBA Ne2138

MeTtunpen Tabnetku 4 mr Ne30 i

[Hara uarorosnenus: 08.02.2021

FoaeH Ao; 08.02.2026

PesyneTaTsl aHanuaa

TpetGoaruam HI M N015709/O1 ~ 110518, Wam. Ne1 o7 11.12, 2019 Uz

ot 06.04.2020, Wam. Ned4 ot 14.09.2020 cooTeTcTayerT.

3asepyrownit nabopatopueir OKK:
REC-CTN-019-7.

. HaumeHoBaHue TpeBoBaHus HOPMATUBHOW JOKYMEHTALIMY
nokasaTenewn
‘Mapkuposka. Ha smuxemxe nnacmuxosozo ([I3BI1) riakoHa Ha | Ha smukemxke nnacmuxogo2o ([I9BI1) shnakora Ha
DVCCKOM A3bIKE YKA3LIGaeM: TCProBoe HauMeHosaHve DYCCKOM A3bIKE YK838HO: TOPIOROE HAaUMeHoBaHWe
npenapaTta, MmexagysapoiHoe HenaTeHToBaHHoe npenaparta, MexayHapoaHoe HenaTeHToBaHHoe
- HaUMEHOBaHME, NeKapcTBEHHY JOPMY, JO3UPOBKY, HauMeHoBaHue, fexapcTaeHHas opma,
npovasoguTens («MpouaseaeHo: Opuon KopnopeiwH, [03UPOBKa, NPOU3BOAUTENL («IPOM3BEAEHD:
PUHARHAUA OpuoH KopnopelwH, @UHNSAHOAUA
Ynakosaxo: 000 "GAPMAKOP NMPCAAKIUH", Poccuar), | Ynakosaro: COO "®APMAKOP I'!PO,[lAi{LJH'
CERION RION
NoroTun chupmel ( PHARMA ) noroTun NPeanpusaTvs, Poccusin), noroTun upmMel ( PHARRMSA ) norotun
OCYLIECTBIAIWETO yNaKoBKy, HauMeHOBaHUe 1 NpPeanpUATAS, OCYLLECTBIAOWEro YNaKoBRy,
COAEpMaHue AeHCTBYIOLIEro BELECTBa B 0AHON HalMEeHOBaHUE: U cCoaepXaHue AecTRYIOWEro
TabneTke, CoAepXKaHue HanonHuTeneh («g.s.»), BellecTea B ofHoN TaBneTke, copepxaHue
konuuecteo TabneTok B ynakosKke, HOMEP Cepuu HanoNHWTENEN («q.8.»), KONUUecTeo TabneTox B
(«Cépusi:»), naty npoussoactsa («M3rotos.:»), CPOK ynaxoeke, Homep cepum («Cepusin), aata -
rogHoCTU («"oaeH Jo:»), YCNoBUa XpaHeHus, npoussoactea («M3roTos.:»), CPOK rogHoOCTH
TpeAynNpeanTensHYI0 Hagnuch «XparuTs 8 HegocTynHoM | («FoagH 401»), YCRoBUA XpaHeHus,
ANS OeTer MecTe.», 3asoAckovi(-ue) KoA(-bl) YyNaKoBKu. npeaynpeguTensHan Haanucs «XpaHuTs B
Ha kapmoHHoU nayke Ha DYCCKOM A3bIKE YKasblgaom: HEJOCTYNHOM ANA AeTel MecTe.», 3aBOACKME KOAb!
' TOProaoeé HauMeHOBaHUe NpenapaTta, MexayHaponHoe YNaKoBKY.
HENaTeHTOBAHHOE HaUMEHOBAHUE, NEKEPCTBEHHY!O " Ha xapmoHHOU nayke Ha DYCCKOM 83bIKE YKa3aHo:
chopmy, AC3UPOBKY, NpoussoauTens («lpousseseHo: TOProBOE HAWMEHOBaHWE NpenapaTa,
OpuoH KopnopeiwH, uHnsHius Ynaxosado: 000 MEXAYHAPOAHOE HENATEHTORZHHOE HAaUMBHOBAHUE,
"OAPMAKOP MPOLAKILH", Poctus Agpec neKkapcTeexHan (hopma, JO3UPOBKa,
npouseoacTea: 1982186, r. Canxr-MNeTtepbypr, lleHuHckuiA | npouseoauTente («MpouseeneHo: OpucH
np., A. 140, nut. XK. Ten: (812) 677-89-82 KopnopeiwH, @urnasaua Ynakoearno: 000
o RION ‘GAPMAKOP MPOLAKLUH", Poccus Aapec
www.pharmprod.ru»), foroTun Cbmph.;lbl (« PHAaRMB »), npou3soacTea: 1982186, T. CaHR‘T—ﬂeTepﬁypr. :
NOroTVN MPEeaNPUATAS, OCYLLECTBARIOLIEr0 YNaKoBKY, Nerurckud np., 4. 140, nut. . Ten.: (812) 877-89-
HaUMeHOBaHMWE W CofepXaHite AslicTayoLero BellecTsa | 82 Www.pharmprod.ru»), noroTmn upMbl
8 OpHOI TabneTke, codepxanue HanonHuTenen («q.s.»), %
cnocof npUMEHEHURA, XonuyecTeo TabneTok 8 ynakoexe, (« PHEAMA ») MOTOTUN NPeAnPUATUA,
Homep cepint («Cepusi:n), A2TY NPOMIBOACTRA OCYLLUECTBNAILErO YNakoBKy, HaUMEHORaHMeE 1
(«3roToB.:»), cpok rogHoCTU (¢« oaeH 4o »), COAEPXaHWe ASNCTRYIOLLErO BELIeCTBE B O4HOM
npeaynpeguTensHsie Haanuen («MpUMeHsTe CTPOro no TabneTke, coAepXaHue HanonHurenei («q.s.»),
- Ha3Ha4eHuo Bpayan, «XpaHuTb B HEAOCTYNHOM ANnA cnocod NpUMEHeHUs, KoNUYecTBo TabneTok B
petelt MecTe.», «He NPUMEHATL N0 UCTEUEHUN CPOKa yNaKkoBKe, HOMEP Cepun (({Cepwq:>‘>), aata
4 roAHOCTY, yKasaHHoro Ha ynakosxe.», «CoaepxuT npouasoacTea («3roToe. »), CPoOK rogHeCTH |
NaKTo3bl MOHOrUAPATY), LUTPUX-KOA, («[opeH A0i»), NPEAyNpEaUTENbHbIE HaanucK
33perucTpUpOBaHHbIR NpeaAnpPUaTUEM, («MpUMEHATL CTPOFO MO HA3HAYEHWUIO Bpaday,
OCYLLUECTBNAKLNM YNAKOBKY, YCNOBUR XPaHEHUS, «XpaHWTb B HEQOCTYMHOM ANA AeTel mMecTe.», «He
YCrOBVA OTNYCKa, HOMED PErMCTPaLIMORHOID NPUMEHATB MO UCTEYEMMUN CPOKE TOAHOCTH,:
yAocToBeperusi 8 PP, 3a804CK0A(-We} KOA(-bi) YNEKOBKM, | YKA3aHHOTO Ha ynakaske.», «CoaepXvT NakToss!
MOXET BbiTe H2HECEeHa MHPPOPMALNA AR MOHUTORUHTE MOHOrMApaT»), WTPUX-KOM, 32perucTpUpOBaHH b
ABUXEHWUA NeKapcTeeHHoro npenapata. NPeAnPUATUEM, CCYLLECTBNAIOWUN YNEKOBKY,
PacnonoxeHsue 3aB0ACKUX KOLOE YNAKOBKH, YCNOBUA XPaHEHUR, YCNoBUa OTNYCKa, HoMep
lmwcpopmaumu A5 MOHMTOPUHIA ABIKEHUA PErUCTPaUVOHHOIO YOOCTOREPEHUA B PO,
nexapcmaHHoro npenapaTta W NOCePUNHLIX AaHKbIX Ha 33BOACKNE KOOI YNAKOBKU. HaHeceHa uHdopmMauiis
| BTOPUUYHO (noTpebutenbckoi) ynakoske MOXET O78 MOHUTOpUHra nsmyceamnﬁexapcmeworo
WMBMEHRARTLCH. npenapaTa. ; ’\I'mr- E 'Cfbg =
s i f" \2‘-0 L 0 r
XpatneHue _| XpaHuh npu Temnepatype o7 16 50 25 C. XpaHeHwe npwﬁ"en?;r(gﬁ%wpe oT ?53@25 G
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