Cepua: 2040122

PerucTpauMoHHsIi HOMEPR!

Konudectso: 209 968 yn.

NeruHcku np. 4.140 nut K
thaxc: 812 - 655 - 02 - 17

MACMNOPT KAYECTBA Ne112

Metunpen tabnetku 4 mMr Ne30

[ata narotoenerus: 13.01 2021

PerucTpaunoHHoe yaocTosepeHie Ne 1 NO1

lopeH go: 13.01.2026

5709/01 ot 06.02.2009

(naTa 3aMeHbl PEMMCTPEUMOHHOMO y4OCTOBEDEHUA 14.09.2020)

Npon3senero: Opvor Kopnopenwuk, DUHNARANS
Vnakosano' 000 «PAPMAKOP MPOOAKLH», Poccus
[aTa BINONHEHWs aHanusa. 25.05.2021

Aranua BbinonHen no HA M N0156709/01 — 110518, N3m. Net ot

06.04.2020, Wam. Ne4 ot 14.09.2020.

11.12.2019, Wam. Ne2 ot 31.01.2020, Usm. Ne3 o1

cooTeeTcTROBaTh YO —~ CNexTpy CTaHAapTHOro

HaumeHoBaru Tpefosatna HOPMATUBHOR ROKYMEHTAUNA PeaynbTaTtsl aHanusa
nokasaTtenewn -
Onucaxwe. Kpyrnbie, nnocxkne co CKOWEHHBIMY Kpasmm Kpyrnsie, NNOCKME CO CKOLLEHHBIMU KDARMY
! tabneTtku oT novTw 6enoro ac Genoro ugeTa c | TaBneTku NouTw Benore UBETa C PUCKOR HA
i _ DUCKOI Ha OAHOR CTOPOHE. N | OAHON CTOPOHE. - |
i MoAnWHROCTL Bpems yaepxUBaHna OCHOBHOIO NWKa Ha CooTBEeTCTBYET. '
XPOMATOrPaMMe WCNLITYEMOTO pacTeopa AoMKHD
COOTBETCTBOBATL BPEMEHW YASDKUBEHWA NWK3
MeTuanpeaHn3cnoda Ha xpomaTorpaMme
CTEHAAPTHOTO PacTBOpa METUNNPEAHN3oNoHa.
Y@ — cnexTp UCNLITYEMOro pacTeopa RONKEH CooTeeTCTBYET.

pacTeopa.
CpepHsis Macca v 114 = 126 mr 119 Mr
OAHOPOAHOCTL NO MaCcCe. +75% i Or-258%p00+042%
_PacnapaemMocTs. He Gonee 15 muH. o 4 MUK
_PacraopeHve. He menee 70 % (Q) uepes 30 muH. S1: 87,1 %
OaHOpOAHOCTh — [Ann 10 TaBnetok AV — ke bonee 15,0 %. 217 %
[03UPOBaHNUA — [ns 30 taBneTok AV — He Bonee 15,0 % n

Kawa0e M3 UHAMBUAYANbHbBIX 3HAYEHUA HE
BLIXOAMT 3a npeaenst 0,75M — 1.25M.

PoacTBEHHbIE NPUMECK

Mpumecu A — He Bonee 0.5 %,

MNpegHwuaonoda — He Bonee 0.5 %,
MeTrnnpeannaonoHa auetata — ve bonee 0.5 %,
Mpumecy ¢ R 2,08 — He Gonee 0.5 %,
MeTunnpeaHvaonona gumepa (rRkt 2,39) — ve
bonee 0,5 %,

£ AUHWYHON HeMABHTUDULMPOBAHHHOW NPUMECH —
He Gonee 0,2 %,

Cynma npumecen — He Gonee 2.0 %.

Mpumeck A — mexee MKO,

MpeannaoncHa — medee MKO,
MeTunnpeaHnaoNcHa aueTata — MeHee MKo,
Mpumecw c rRt 2,08 ~ menee MKO,
MeTunnpeaHuaonoxa anmepa (rR12,38) -
meHee MKO,

EAMHMYHOR HEMAEHTM(DULMPOBAHHHOR NpUMecH
- menee MKO,

Cymma npumecein — medee MKO.

|
|
|

MukpoBUONOrMIECKas KaTeropusa 3A. CooteeTcTBYeT

YucTOTa, B TOM yucne: (N N CNBTBY3 «CALKKNC= Ne2925 or 11.05 2021

OB6uwee 4ucno aspobHbix He Sonee 1 000 Menee 10 j
rukpoopratuamos 8 11 i
Of6uwee 4Mcno Apoxokessix | He Bonee 100 Menee 10

u nnecHesbiX rpubos B 11

Escherichiacolis 1r

OTrcyTcTBue

He obHapyxeHo

KonuuecteeHHoe Ot 3.6 0o 4,2 mritabn 4,04 mr/tabn
onpeaeneHue. (o1 90 Ao 105 % OT 3aABNEHHOTO COABPHEHUA). (101 %)
Ynakoexa. NepauyHasn yNaKoaxa. [epguyHas ynaKogeKa.

Mo 30 unu 100 TabneTok 8 nnacTukosom (M3BN)
PREKoHe C HABUHUMBAIOLENCH KPbILKOM,
oBecneynsalen KOHTPONE NEPBOTO BCKPLITURA,
3 TOTO Xe maTtepuana.

BrmopuyHag ynaxKosKa.

Mo 1 hnakoHy BMECTE C MHCTPYKUWER NO
APUMEHEHWIO NOMELIAKT B NaYKy 13 KapToHa.

Mo 30 TabneTok B nnacTukosom (M3BMN)
hrakoHe C HaBWHYMBAIOWBACA KPbILLKOW,
oBecneunsaloLlen KOHTPONs NePBOro BCKPbITUS,
13 TOro Xe matepwana.

BmopuYyHan ynakosKa.

Mo 1 bnakcHy BMECTE G MHCTPYKUMEH NO

1]
|
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Cepun: 2040122

NeHuHckna np. 4.140 nvt. K
thakc. 812 -655-02 - 17

MACTIOPT KAMECTBA Net12

Metunpeg Tabnetku 4 mr Ne30

[ara visrotosnerus: 13.01 2021

lopeH po. 13.01.2026

| HaumeHoBaHue
L nokazarensn

TpefoBaHua HOPMATUBHOM A0KYMEHTALWY

PesyneTaTel ananiia

E

|
'

| S
- Mapruposaka Ha_smukemxke nnacrmuxosozo ([1361) praxkonra Ha
: DVCCKOM A3bIKE YKa3bI18810M. TOPrOBoe HauMeHoBanue | DYCCKOM A3bIKE YK23aHC. TOPFOBOE HAaUMEHOBAHWE
‘ | Npenapata, MEXAYHAPOAHOE HENATEHTOBAHHOE | npenapaTa, MeXAyHapOaHOE HENATEHTOBAHHOE
‘ HAWMEHOBaHWUE, NEXEPCTBEHKYIO hopmy. AO3NPOBKY, HaWMEHOBAHWE, NEKEPCTBEHHAdA (opmMa,
| | npousgoauTens («poussegexo: Opuon Kopnopenuss, ‘ A03UPOBKE. NPOU3BOANTENL («[1pOV3BEAEHO!
| CUHNRHAKA Opwuok KopnopeiwH, ®UHNARLURA
! Ynzkonaro 000 “OAPMAKOP MPOLAKIIH" Poceus»), | Ynakosaro: O0C "®APMAKOP MPOLAKIIH",
i ! RIOC [ Orion
| noroTun divpmel (| PHAREIMA ) orotun NpeanpuaTus, . Poccusan»), noroTun upMesl [ FHR|RMSE ) norotun
‘ OCYLUECTBNAIOWET0 YNAKOBKY, HAUMEROBAHUE 1 | npeAnpusTYS, OCYLECTBNAIDWEND YNAKOBKY,
i | CoOepkanne AeRCTBYIWere selecTsa 8 0AHON | HauMEHOBaHWE c_:o,q%pmame AefcTBYOWEro
! | Tabnetke, cogepKarne HanoNHUTENEN («g.s.»). sellecTea B OAHOA TabneTke, coaepxanue
! l KONUUecTeo TabNeToK B yNaKosxe, HOMeD Cepun HanonHWTenew («q.s.»), KonU4ecTso TabneTok s
(«Cepusan), naty npowsesoacTtsa («MaroTos. »). coOK ynakoske, HoMep cepuu («Cepuai»), nata
roaHoCTH («'0aeH J0:»), YCNOBUA XpaHEeHUs, ! npouaeoacTea («V3roTos.:»), CPOK FOAHOCTH
| npeaynpeautensHyld Kagnucs «XpaHnTs B HEACCTYNHOM i («[oaeH A0:»), YCNOBUR XPEHEHU],
ANsi AeTer MecTe.», 3aBOACKOK(-1e) KOL(-bi) YNAKOBKN. | NpeaynpeauTenbHas Ha:ﬁ.ﬂMCb «ADPBHWUTE B
‘ Ha kapmoHHOL Naqyxe Ha PYCCKOM A3LIKE YKA3LIBAKONT: HEAOCTYNHOM 2N AeTE MECTE.», 38BOACKME KOASI
! TOproBoe HaMMEHOBaKWe Npenapara, MexayHapogHoe ‘ ynakosku i
f HENaTEHTOBEHHOE HAUMEHOBAHUE, NeKaPCTBEHHYIO | Ha kapmoH+HOU 1aUuKe Ha PYCCKOM H3biKE YKE33HQ!
i hopMy, AO3UPOBKY, Npon3soaunTens («lpovsseaeHo: ‘ TOPrOBOE HAMMEHOBAHKWE NpENapaTta,
I ' OpwuoH Kopnope#wH, ®usnasaus Ynakosawo: C00 | MEKAQYHEPOAHOE HENATEHTOBAHHOE HEMMEHOBAHNE,
: “DAPMAKOP NMPOLAKLWH", Poccur Anpec nexkapcTBeHHaA opMa, A03UPOBKE,
i | npoussogcrea: 198216, r. Caukt-MeTepSypr. Nlenukckuin  npouasoauTens («Mpoussenero: OpuoK
! | np., A 140, nut. X Ten: (812) 6877-89-82 | KopnopeiwH, @uHnarava Ynakosawo, OQO
| " T w
| i PRION ! DAPMAKOP I"]F'O,QAKU_'JH Poccnﬂ A,ugec
! Www'pharmprod‘;u);}l noroTun MupMel (¢ PHARMA »), . I'lpOHSBO.D.(ETEa. 188216, r. CankT-TeTep ypr‘_
' NOTOTUN NPEANPURTUR, OCYLUECTBARIOWIETO YNAKOBKY. | Nenunckuid np., A. 140, nvT. XX Ten. (812) 677-89-
i HAUMEHOBAHWME W COAEPIAHME ASAICTBYIOWero BewecTsa | 82 Www.pharmprod.ru»), noroTn Mupksl
! B 0AHOWM TaBneTke, COAEPKAHNE HANONHUTENEN («q.8.»), | RION
; cnocob npumeHeHUs, konwvecTeo TabneTox B ynakosxe, r (« PHARMA ,} [OroTMN NPEANPUATUSR,
| Homep cepvn («Cepua»), aaty NpoOM3B0ACTSE | OCYWIeCTBNAWErO YNaKkoBKY, HAUMEHOBAKME 1
: («M3roTOB.:»). CPOK rogHocTy («opeH A0}, ‘ cogepxanme AEACTBYIOLIETO BELIECTBE B OAHOW
| npeaynpeantensHeie Hagnucn («[lpumeHaTs cTporo no | TabneTke, COAEPKAHUE HANONHMTENER («{.5.»),
. | HA3HaYeHWIO BPAYA, «XPaHWTL 8 HEAOCTYNHOM ANR cnocob npumenesua, konuiecTso TabneTok &
| | AeTel mecte.», «He NPUMEHRTL NO UCTEYEHUU CPOKa ynakoske, HomMep cepuv («Cepusin). Aata
: rOAHOCTH, YKA3aHHOro Ha ynakoske », « COAepHMT | ?pigwaaoncrsa («3roToe.:7), CPOK (OBHOCTH
i NaKkTO3sl MOHOTUAPAT?), WTPUX-KOA, | («M'opeH Ao:»), npeaynpeaUTENbHsIE HAANUCH
' | 3aperncTpupoBanHbIi NPEeANPUATHEM, - («[IpUMEHATL CTPOrO MO HAZHAYEHWIO BPaYa»,
i ? OCYUWIECTBMNRAIOWMM YNAKOBKY, YCOBUA XPaHEHNS, ’ «XpaHnTb 8 HELOCTYNHOM ANR AeTen mecTe.», «He
i YCNOBWUA OTMYCKE, HOMEP PEFUCTPAUNOHHOID | NPAMEHATL NO UCTEYEHMM CPOKE TOAHOCTY,
YLAOCTOBEPEHMS B PO, 33B0OACKOA(-1) KOA(-bi) yNAKOBKY,  yKadauHoro Ha ynakoske.», «CoaepxuT nakTodbl
| Moxer BeiTh HaHECeHE MHMOPMAUMS AN MOHUTOPURTE | MOHOMMAPATH), WTPUX-KOA, 38PErNCTPHPOBaHHbIA
| ABVKEHWR NEKAPCTBEHMHOTO npenapaTa. NpeanpUaTUEM, OCYLIECTBRIOWMNM YNAKOBKY,
| | Pacnonoxesue 3a80ACKAX KOQOB YNEKOBKA. i VCNOBWUA XPAHEHWA, YCNOBKMA OTNYCKA, HOMED
|
J - MHGOPMBLMA ANA MOHUTOPUHIE ABMKEHASA | PETUCTPaUMOHHOTO yaoCToBEpEHNS B P, - .
| NekapCTBEHHOrO Npenaparta v NOCEPUUHbIX AaHHbIX Ha | 3@BOACKME KOAbI YNaKosKK. Hanecena unpopmaumns
i | BTOPWYHOM (NOTPEOMTENbCKON) YyNAKOBKE MOMET | ANA MOHNTOPUHI2 ABMKEHWA NEKAPCTBEHHOTD i
i MIMEHATLCS, | npenapara.
3aknyeHue:

TpeGosanvam HO T N015709/01 — 110518, Mam Nel oT 11,.12.2019, Wam. Ne2 ot 31.01.2020, Mam. Ne3

ot 06.04.2020, Viam. Ned ot 14,09.2020 cooTBETCTBYET,
3asenywowwi nabopatopuen OKK:
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PASPELIEHNE HA BBITIY CK Ne 112/2021
1(-':;1":‘:71;00 HAMCHO B¢ npu 0 K/ Mey n||]u",l FIIRTEEN TR

CAeRapersenst Goups/ osuposica/ (0 nre ) duiakon (1), navwa KUP IO H S
CVHAROBRa:

- Mo, WIHAPOANOC WEmATCHTOBATIT0C Mot I[[PL BTN

UM eIIOBAHIIC
L (rpynumiposounoe wan NIMICCROC):

- Hosep cepin: 2040122
| JTava wsrorosacinm: 13.01.2021
{ Foaen qo: P 13.01.2026
l\u DINCCTRO (INITYK YIAKOBOK): 209 939 viiakonok
- Hoyep waara pernerpamontioro FENOLI700:01 a1 06.02.2000
D YAOCTOBCPCHISI: - (TQRIMEHLL PErHCTPAHONHOL O V0 ORI
1409 2020
CHamsienosanue n AAPCC aepimaTeis ()pnmf lmpnnpulum DA s
- perncipamironnoro yaoe rosepenist: - Orionintic 1, 0220( 0 Espoo. Finland
- Hopaatinainti wokvaien - LENOESTOO 0] 110318,

CHsL Ne L or 112,209

s, No 2 o0 31.01.2020.

Pl No S o 06.04.2000,

. e N Ne g op 1-+.09,2020.
f Haivenonane n :iqpcc npmnim.-‘url‘c.'ur (1o ey npon FBOICTRA)

| Hpmmm uu:o FOTOBOI ()punu {\npzmpunml g IS
| acrapeTrenoii hopatn Orionintic 1, 02200 I poo. Fintand
{ Tepuirmas voakosra Opron f\npzmpcnmu DU

S doensuunkatu 7. Salo F [-24 l()(l l-mlami

Bln])wm.m/imlpcuuiu 1L CRUs QOO0 «®APMAKOP [1TPO NI, Poceny
CYHARO B SCanrr-Terepoypr, wi. lup NN 0 b
; ORpYE Nitsreno, Jlcunnersii npociens. L1406,

L AIHTEP K, HOM, 2SS o
lh.m\ cl“nnmnu :\umpo b KAUCCTR C 000 WDAPNM. AKOP 111 VAR, Poccay

o Cankr-LerepSypr., s, rep. ., MYHFLH L]

[ okpyr Kiepkeno, ek Hpocent. o,

i Limrep K, os. [H2H/SH
Hacronum Ilollmprh 1‘110 HTO ) mu:!x n]m 13 hlui‘i pmlmm,}uu O NPOROHIPOIPOBAND # COCT RO T RN
Aefiersyiounsie Hpamsas e sane: HPCIRO S T IIONT 0pan Sk s s pedong \ ST I TIE e TR AT Y
HosysienTin no apermsnoncrss (n;m\mmm,m CTEDIAMD IERKOHTPONO KAMCCTHE NPOBCPCHDI 1 0,106 1
JHOGLIC OTRAGHCHIS paceiIcIoBtim 1 cout 1 FETBHIE C BHM IPCHUERNIL IPOLCAYPASIL 18 0a00pC i Yy
SAIOM.,

yl]();lll(l.\lO‘-ICHlIOL‘ JEHLEO

000 «DAPMAKOP 1T POAKUIH»
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