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JHuenzus No 00336-JIC na OCYUIECTBICHUE NPOHIBOLCTHA

NP G AKLIH ACKApCTBCHHLIX CcpeAcT or 09 anpeas 202 rogy (Gecepoyno)

PA3PEH.IEHHE HA BBIITYCK No 219/_202]
Mertunpen Tabnerkn 4 mr T

|
(30 mr.), pnakon (1), mauka xapromnas |

Toprosoe HaHMeHOBaHHe npoxyxunu/
JIEKapcTBenHan popma/ M03HpoBKa/
NaKOBKa:

Me:xnynapognoe HENATeHTOBAHHOe
HaHMeHOBaAHHe

IPYMIHPOBOYHOE i XuMHYeckoe '
Homep cepun:

Merunnpensusonon

2064402

Hata H3roroprenns: 14.06.2021
Comen no: 14062006 ————— |

Koauuecrno (mryk YIAK0BOK):

199 980 ynakosok

ITNO15709/01 ot 06.02.2009

(mata 3amenn PETUCTPALIHOHHOr O YIAOCTOBEPEHUS
14.09.2020)
HanmenoBanue u anpec aepscaress Opuon Kopnopeiimm, QuHIHNY
CTHCTPAUHOHHOTO yRoCTOBepeHus: Orionintie 1, 02200 Espoo, Finland - ]
Hopmarasnnriz AOKyMeHT: ITN015709/01 —1105] 8. o
Mam. Ne | or | [.12.2019,
H3m. No 2 oT 31.01.2020, |
H3m. Ne 3 o1 06.04.2020), l
Wsm. Ne 4 ot 14.09.2020.
Haumenopanne u AXpec npousBoaHTens (10 CTamuam npoussoacrea)

Homep u nara PerHcTpanuonHoro
YAocToBepenus:

Hpouseoacrso roronos Opuon Kopnopeituy, QuHIsIH I

“CKADCTBCHHON dopmbr o Orionintie 1, 02200 Espoo. Finland

Hepeuynan YNakoBKa Opwuon Kopnopeiimm, PunnaH M

Joensuunkaty 7, Salo FI-241 00, Finland

000 «DAPMAKOP [IPOAKILIHY, Poccus

198216, r. CaHx'r-He'repESypr. Jlenunckui [IpocnexT,
A.140, iurep K I
000 «®APMAKOP HPO)IAKU_IH», Poccus *

198216, r. CaHKT-HeTepGypr. Jlenunckui IPOCHEKT.
1140, nurep XK

BTOpH'lHaﬂfHOTpeﬁPITEJIBCKaﬂ
Ynakoska

Ynonﬂomoqermoe JIHLLO
000 «DAPMAKOP IMPONAKIIH;

~;

7 /Koukuua T.B./

REC-CTM - 037~ |



Crpannua 1 wa 2

4h PAPMAKOP
N7 NPOOAKIUH

Cepus: 2064402

PerucrpaumonHsii HoMep:

Konuyecteo: 198 890 yn,

198216 r. Camkr - Nerep6ypr
NleHuHckuid np. 4.140 nut. XK

takc: 812 - 655 — 02 — 17

NACMOPT KAYECTBA N9219

Metunpen TabneTku 4 mr Ne30

AaTta uarorosneHun: 14.06.2021

FopeH po: 14.06,2026

PeructpauvoHHoe yaocTosepernue Ne M NO15709/01 ot 06.02.2009
(naTta sameHs! PEerucTpauUuroHHoro ynocroseperHus 14.09.2020)

MNpounssegeHo: OpuoH KopriopedwH, ®uxnsHaus
YnakosaHo: O0OQ «DAPMAKOP NMPOJAKLLH», Poccus
fara ebinonHexus aanuaa: 22.09.2021

AHanua Boinonken no HA

N NO15708/01 ~ 110518, Uam.

Ne1 oT 11.12.2019, UamM. Ne2 ot 31.01.2020, Uam. Ne3 ot

06.04.2020. Mam. Na4 or 14.09.2020.
Haumencsanue TpebGoasaHusa HOPMATMBHOR AOKYMeHTayumn PeaynetaTthl aHanuaa
nokaszarenen
Onucanue, Kpyrribie, NNockne co cRoWeHHEIMI kKpanmn Kpyrneie, nnockie co ckolueHHLIMM Kpaami
Tabnertku ot nouTy Genoro Ac Benore useTta ¢ TabneTkm noyTu Genoro useTa c PwUckon Ha
PWYCKOW Ha ogHOW cTopoHe. OAHOW CTOpoHe.
NoanuHHocTs Bpemn ynepxusanun OCHOBHOIO NWKa Ha CooTeeTcTayerT.
XPOMaTorpaMMe UCNbITYeMOro PacTBOPE [OMKHO
COOTBETCTROBATL BpemMmeHn YAepxuBaHWA Nuka
MeTUANPeAHMIONICHE Ha XPOMaTOrpaMme
CTaHnapTHOro PacTBopa MeTunn HW30NOHAa.
Y@ — cnexTp ucnoityemoro pacreopa SOIKeH Cooteercrayer.
COOTBETCTBOBATL YO — CNexTpy cCTaHgapTHOro
pacreopa.
CpeaHnan macca u 114 = 126 mr 119,89 mr
OAHOPOAHOCTL NO Macce. 275% OT—14%g0+16% o
PacnanaemocTs. He Gonee 15 mun. 4 MuH
Pacteoperue. He meHee 70 % (Q) yepes 30 mun. s1: 99,5 %
QaHopoaHocTs —AOnn 10 TabneTok AV — He Bonee 15,0 %. 299%
A03upoBaHUSR — Anna 30 TabneTtok AV — He Gonee 16,0 % wn

Kama0e U3 MHAMBUAYEMNLHBLIX 3HANEHUR He
BbIXOAWT 3a n enbi 0, 75M — 1,25M.

PoacreeHHbie npuMecn

Mpumecu A — He Gonee 0.5 %,

MNpeaxnsonoHa — He Gonee 0,5 %,
MeTtunnpeaHuaonoHa auertarta — ve Bonee 0.5 %,
Mpumeck c rRt 2,08 — He Gonee 0.5 %,
MeTunnpearusonoxa Aumepa (rRt 2,39) — we
Gonee 0,5 %,

EaunnuHon HeUAEHTUMUMPOBAHHHOR NPUMEcH ~
we Gonee 0,2 %,

Cymma npumeceli — ve Gonee 20 %.

Mpumeck A — meree MNKO,

MNpegHWaocnoHa — He obHapy#eHo,
MeTunnpeannsonoHa ayeTarta — menee MNKO,
Mpumecy c rRt 2,08 — menee NKO,
MeTunnpegHusonoxa Avmepa ({rRt 2,30) —
meHee MNKO,

Enunudnoi HeWASHTUPULMPOBaHHHOM NpuMecH
— menee MKO,

Cymma npumeceit — meHes MKO

Mo 30 unk 100 Tabnerok B nnactukosom (nasn)
hnaxkoHe c HaBMHUMBaKOWeHCH KPLILKO®,
obBecneyneaulen KOHTRONL N@PBOTro BCKPLITHA,
W3 TOro xe marepuana.

H: K ;
Mo 1 cnakoHy emecre c WMHCTPYKUWed no
NPUMEHOHMIO NOMBLUBIOT B NaYKY M3 KapToHa.

MukpoGuonornieckan Kareropus 3A. CooTtaetcrayer

“YMUCTOTE, B TOM yuene: 1N MN CNB MBY3 «C3UKKNC» Ne5543 oy 13.09. 2021)
O6wee yucno aspobHebix Ha Bonee 1 000 Mewee 10

MUKpoOpraHMsmee B 1 r

ObLee Yncno apodokeesix | He Gonee 100 Menee 10

W NNnecHeBbix rpnGos B 1 r

Escherichia colis 1 r OTcyrcTeue He o6HapyxeHno

KonuvecteenrHos Ot 3,6 go 4.2 mr/tabn 4,12 mrfrabn

onpeaeneHus. (or 80 no 105 % or ssseReHHoro COAEPKEHKUR). (103.0 %)

¥nakoeka. YH,

Mo 30 Tabnetox B nnacrukoeom (nasmn
PnakoHe G HaBMHYMBAKOLWEACS KPbILIKOW,
ofecneuusalulei KOHTPONL nepsoro BCKPBITHA,
M3 TOro Xe matepuana,

K3,
Mo 1 unakoHy BMecTe ¢ WHCTPYKUMER no
NPUMEHEHMIO NOMELUeHL! B MaYKy U3 KapToHa.
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Crpaduua 2 us 2

4h PAPMAKOP
Y NPOOAKIUH

Cepua: 2064402

NMACNOPT KAYECTBA

MeTunpen Ta6neTku 4 mr

HAata narotomnenws: 14.06.2021

198216 r. CaHkT — NeTepbypr
NeruHckui np. 4,140 nuT, 2K
thakc: 812 - 655 - 02 — 17

Ne219

5

Fopex po: 14.06.2026

Ne30

Haumenosanue Tpeb: HOpMaT A AOKyMeHTaUMuK PesyneTaTtel ananvsa
nokasarenei
Mapkuposka. 0 (F138r]) cbna UKOBOEO

ToproBoe HBUMeHoBaHMEe
npenapara, MeXxayHapoAHOe HenaTeHToRAHHOS
HBUMEHOBEHUE, NEKAPCTREHHYIO hopMy, AC3vpoaky,
npousscauTans («MpousseneHo: Opuok Kopnopeitwm,
DPUHNAHOMA
Ynaxosawo: 000 *GAPMAKOR MPOAAKLIH®, Poccus»),

noroTun thupmil ( '), noroTun npeanpusTHA,
OCYLOCTBNAOWEOra ynakoBKy, HEMMEHOBRHHE U
conepxahve AeACTBYIOWErO BELLGCTBA B OAHOH
TabneTke, conepxanue HanonHuTeneii («q.s.»),
KonuW4ecTeo TabneTok B ynakoeke, HOMEep cepun
(«Cepun:»), naty NpousacacTaa («MIroTos.:»), cpok
rogHocTu («MogeH ao:s), YCIOBWRA XpPa&HeHMA,
NPBAYNPeAUTENBHYI0 HBANUCE «XPaHWT B HEOOCTYNHOM
AN geTed mecTte.», 3aBOACKOR(-Me) KOA(-bi) YNaKOBKM.

8 KG@PMOHHOU NavyKke HE CCCHOM R3biKe YKE3bLIaaom:
TOProaoe HaWMeHoBaHWe npenapara, MeXAYHapoaH
HONaTeHToOBAHHOE HAUMEHOBaHWS, NeXapCTBOHHYIO
thopmy, foskpoaky, npousaogutens («Mpowssegero:
Cpuon Kopnopeitws, DUHNAHAKA YnakoaaHo: OO0
"PAPMAKOP NPOOAKIWH", Poccus Anpec
nponasoacTea: 1882186, r. Canxr-MNeTepSypr, leHUHCKMA
Ap., A 140, nuT. X. Ten: (81 2)877-80-82

Y]
www.pharmprod.ru»), norotun PUPMil («m »),

FIOroTUN NPeANPUATHS, CCYLLBCTRNAILerD YyNaxkoBxy,
HauMmeHoBaHuwe U conepxarue AedicTByIOWErD BewecTBa
B 04HOA TaGneTtke, cogepmaHue HanonHuTenel («q.s.»),
Crnocol NPpUMBHeHMA, KONWYecTao TabneTok B ynakoske,
HoMmep cepuu («Cepua:»), aaTy npowssoacrea
{«Msroros.:»), cpok FOOHOCTH («"oaeH ao:x»), =
npeaynpeauTensHbie HaaNMGCH («MpumenaTs CTpOro no
HA3HAYEHWIO Bpavyar, «XpPanuTs 8 HeQoCcTynHoMm ans
AeTei mecTe.», «He npumeHsTs No MCTE4BHAW CPOKa
rogHoCcTH, y Iro Ha yr », «Canepmur
TNBKTO3L! MOHOFMADAT), WTPHX-KOA,
SapericCTpUpPOBAHHLIK npegnpuaTnem,
OCYLUSCTRIIRIOWUM YNEKOBKY, YCIOBHSA Xpa™eHun,
YCNOBMA OTNYCKA, HOMBP POrMCTPaLMOHHOIG
YACCTOBEpeHWn B PO, sasoackoii(-we) koA(-bl) ynakosku,
moxeT GbiTh HaHeCaHa MHCDOPMALIMA AN MOHUTOPUHra
ABMXOHUA NEKBPCTRSHHOrO NpenapaTta.

Pacnonoxexue 38BOACKMX KOAOB YNaKoBKW,
MH(POPMALIMM ANA MOHWUTOPUHIE LBWKEHNA
NexapcTeeHHOro npenapaTta 1 NOCePUAHBIX ABHHbIX Ha
BTOPHYHOR (noTpebutensckai) ynakoake mMoxaT
M3IMBHATLCH,

RYCCKOM AJbING YNE38HQ, TOProBOE HAMMEHOBaHWE
npenapaTta, MexayHapoHOe HernaTeHTOBaHHOe
HaUMBHOBaHWe, NeKkapcTeeHHan (hopMa,
Aoc3vposka, npousaoguTent («pouiseaeHo:
OpuoH KopnapeWws, DUHNAHAUR

¥Ynaxoravo: 000 "GAPMAKOP NPOOAKLUH",

Poccuar), narotun coupmsi ¢ ). norotun
NPeANPUATHUA, OCYLLBCTBNRIOLLErD ynaxosky,

1 u conep ine qedcTaylowero
BelwecTea b oaHoR TabneTke, cogepxaHue
HanonHuTenei («q.s.»), Konu4yecTao TabneTox B
ynakoske, Homep cepum («Cepus:»), gara
npouseoAcTea («M3roToB. »), CPOK rGAHOCTH
(«Fonen ao:»), ycnosus XPaHBHURA,
npeaynpeauTensHan HaanNuce «XpaHuTs B
HBAOCTYNHOM AR AeTeil MecTe.», 3@BOACKME KoQbI
ynakoak.
1d KQPMOHHO {1 ®. a HIbIK
TOproeoe HauMeHoBaHwe npenapara,
MexayHapooHoe HenaTeHToBaHHoOe HanMmeHoBaHue,
nekapcreexHan ropma, N03UpoBKa,
npouasoauTene («MNponsseneHo: Opuok
KopnopeiwH, PUHNARAKA YNakoBaHo: jolale]
"PAPMAKOP MPOAAKLLIH", Poccus Aapec
npouasogcTea: 198216, r. CaHkr-NeTep6ypr,
Nenunckui np., 4. 140, nut. Y. Ten.: (812) 677-89-
82 www.pharmprod.ru»), norotun PUpMbI

(e »), ICrOTAN NPeANPUATUR,
OCYLUIeCTRNALLEro yNnakoBKy, HAWMEHOBEHHE 1
COASPXAHWE QEHCTBYIOLWErC BELIECTEA B OAHON
TabineTke, coABPXaHUe HaNoNHUTEneR {%g.5.»),
CNoco NPUMEHBHNSA, KONUHECTEC TAGNeTOK B
ynakaoeke, Homep cepuu («Cepun:»), aata
npowssoacTaa («MaroTos.:»), cpok rogHocT
(«I'ogen no:»), npeaynpeauTencHsie HaanucK
(«TpUMeHATL CTPOrO ro HasHaveKuio Bpauan,
«XpaHnTe B HEAOCTYNHOM ANs Aateid mecre.», «He
NPUMEHATE MO NCTEYESHUU CPOKA MOAHOCTH,

y oro Ha yn », «CoaepxnT NakToss:
MOHOIMAPAaT®), WTPKMX-KOA, SBperucTPYMpoRaHHLIN
NPeANPUATHEM, OCYLIBCTRINAWWUM YNaKoBKy,
YCNOBMA XPAHEHWA, YCHOBUA OTNYCKa, HOMBP
PEMMCTPALMOHHOrO yaoCTOBEpEeHUA B PO,
3aBOACKME KOALI yNAKORKW. HaneceHa uHopMaumus
ANA MOHWTOPHHra ABMKeHAR NeKapcTeeHHOro
npenapara.

XpaHeHue
Cpok rogHocTi

XpaHuTe npu Temnepartype ot 156 no 25 G.

5 ner.

XpaHeHue npu Temneparype or 15 no 25 C.
5 ner.

3arnioverne:

TpeGosanuam HL M NO15709/01 —

110518, Mam. Ne1 ot 11.

ot 06.04.2020, WKam. Na4 ot 14.08.2020 cooTBeTrcTBYeT.

.0 HauvankHuka OKK:
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12.2019, Uam. N82 oT 31.01.2020, Mam. Ne3
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