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000 «DAPMAKOP TPOJTAKIHH, r. Cater - Thevepiis
nPAPMAKOP Awerais Ne B0336 010 o 00y ICCTRIG NS UPOHIBGITTES

L 4 “ Pﬂ,ﬂ,;&ﬁw H eRRPCTReHELRX CpeaC s o1 0Y anpeas 221 voan (Deccporaia)

PABPEIUEHME HA BbIIIYCK Ne 253/2021

Toprosoe nanmenoranme npoayknun/  Merunpen rabaerku 4 vr

Jexapersennas popma/ gosuposka/ (30 wr ). uakon (1), nauka Kapromuas

YNAKOBKA: _ |

MexayHapoisoe HENATEHTORANHOE - MeruanpeJHH30I0H

HEHMCHOBANNE

(rpYNMHPOBOMHOE WIH XHVMHBYECKOe):

Howmep cepuu: 2069862

Jlara mirotoBaenus: (6.09.2021

Touen no: 06092026

Ko.auaectso {mruc ‘ynamsax) 199 980 mcgmm;c

Howep n aaTa peiHeT paunmmm 0 CIINOIS709/01 o1 06.02.2609

YAO0CTOBepeHHN: {HaTA 3aMCHBI PETHCTPRAIMOHHOIG YIOCTOBEPCHHA
14.09.2020)

HanvenoBanue ¥ aapec Jepuatean Opuon ‘&'&r&p:w e, Ouangm s

perscTpanRoHHore yaocropepenna:  Orionintic [, 02200 Espoo. Pinland

Hopmarupuetii 1J0KyMeH ! 11 NOIS709/01 — 110518,

Him. Ne 1 or 11.12.2019

Ham. Ne 2 or 31.01.2020.

HFam. Ne 3 o1 0604 2020,

Fiam, Ne 4 ot 14.09.2020.
Haumenopanue H anpec NPpOH3IBOINTESH (M0 CTAAHAM IPOHIBOICTBEA)

ITpomsoacrro rorosoi { >g~mw ‘-’“apm&;«ci‘«mm DrsngHHs
JAeKApeTBenHON Gopmbl 7 - Orionintie 1, 02200 Espoo. Finland
IMepruunas ynaxonka Opwon i\ﬂ;ﬁm peRiIg. ﬂ)mmm{,nm

- loenstiunkaru 7. Salo FI-24100, Finland

Bropumasas/notpebuiycipekas ! f'"‘af"%} --ﬂk%f"\r{ OP HPOIAKILH», Pocena

yHaKoska 198216, v Camer-Tlervepbypr, JTeHURCKHR NPOCTIEXT,

—" j‘mz nirep K _—

Boinyckamounsil KoHTpo.ab Kauecrsa OO0 «DAIM, AKOP ITPOJAAKILIH». Poccus
198216, v Canxr-Tlerepbypr, JTennnckul DpocnexT,

4140, surep K

Hacrosuum FOA’rsﬁi:)Knaw wto VKSIaHHAR NPOOYKUAA OpOWIBEIeHZ # NPDOKOHTPWINPUBAHA B COOTBETCTRHH ¢

aefcTayiommMi [papunavn saniesaned nporisoacTeesnof npuorisy v pebonasusmy Perdcipaiitodior 1ocee.

JloKyMeHTh 10 NPOMIBOACTRY { APHMCHUMBIM CTAIHAM | W KOHTPOMI) KAYCCTBA HPOBCPCHLT H 0I08peHh

Jio6pie OTKACHEHHS PACCHSHOBANL! B COOTBETCTHMM C BHYIDEHHHMM IpOUesyDaMu ¥ ozodpesnl ¥ nOANOMOMEHILI v

T TEOM.

¥Ynoanomouennoe THN0

000 «DAPMAKOP TPOJAKILH»
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JKoukuna T.B./ 30.10.2021

Tlpuxas Marzapasa Pocoun 06 artecramy Y nosiosose s o aroa Ne70G8
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A0 PAPMAKOP
NV PO AKLLEH

Cepusi: 2069862

PerucTpalmoHHblid HoMep:

Konwyecreo: 189 920 yn.

TlenvHcknit np. 4,140 nut. X
thake: 812 - 655 - 02 - 17

NMACTIOPT KAHECTBA Ne253

Merunpen TaGneTtim 4 mr Nedd

Aata warorosnesus: 06.09.2021

lMoped po: 06.09.2028

PerucrpauunorHoe yaoctoeepenue Ne I NO15709/01 or 06 02 2008

(AaTa 3aMeHbl DEMMCTPaUMDHHOID yaocToBepeHun 14 08 2020)

MNpounssegeHo: Opuox KopnopeniH, QuHnaxana
Ynakoearo: 000 «DAPMAKOP MPOLAKUH», Pocous
[aTa BbinonHeHus axanuaa 29 10.2021

Aranua BeinonHen no HA M NO15708/01 -~ 110518, Wam. Net or 11122018, Wam. NeZ or 31.01.2020. Vam. Ne3d ot
06.04.2020, Nam. Ne4 ot 14.08.2020

HaumenosaHue Tpebosarna HOPMETUBHOW QOKYMEHTaLWA PeaynsTaTsl @aHanusa
nokasarenews
Onucanue. Kpyrasie, Niockve Co CKOWEHHBIMK KpaRMi Kpyrnbie, NAOCKWE GO CKOLUBHHBIMYW KpasMi
rabnertku o nourk Benoro ao Bencro ueeTa o Tabnerts nouTy BENnoro LUBETa ¢ DUCKOW Ha
DPUCKOW Ha OAHOW CTOPOHE, OJHOW CTOPOHE,
MoanuHHOCTE Bpems yaepXUBaHUA GCHOBHOIC NMKA Ha CooraeTcrayer.
XPOMBTOIDAMME WCMbiTYEMOrC DACTBODE QOSIKHO
COOTBETCTBOBATL BPEMEHHN YABDKUBHUR NKKE
METUANDEOHUS0N0HE HE XpOMAETOrpaMME
CTEHAAPTHOIO PacTBOPa METUNNPEAHKIONOHE. :
Y@ - criexTp KenbiTyemoro pacTeopa Jonmen - ConTaeTcTByeT.
COOTAETCTBOBATL YD — CrexkTpy CTaHnapTHOr :
pacreopa.
Cpeansn Macca u 114 — 128 mar 119,4 sar
OAHOPOAHOCTE NO Macce, t78% O1-25%p0+13%
PacnagaemocTs. He Bonee 15 Muu, B 3 muH )
Pacteopetue. He Menee 70 % (Q) Yepes 30 My 81 100.7 %
OpHopoaHOCTE - Onga 10 TaGnetox AV - Me Bones 15.0 %. 1,71 %
A03MPOBAHUA ~ [Ans 30 rabretok AV - He Bonee 150 % »

KBMA0E U3 MHAKSMLYANLHLI JHAYSHUE He
BuXOHWT 3a npeaens O, 75M - 1 25M,

PoacreerHbie npuMec

Fipumecn A - ve Bonee 0.5 %,

fipeanunlonona - we Gonee 0.5 %,
MeTunnpeasnaonouna auerarta — He Bonee 0.5 %,
Mipwmecy c rRt 2,08 — ye Gonee 0.5 %,
MeTunnpeasuacnona gumeps (rlt 2.39) — He
Honee 0.5 %,

i Enunnsinon HenpeHTuhvLMpOBEHHHO! npuMeck
He Bonee 0.2 %,

Cymma nipiusmecen — He Sonee 2 0 %

i

Npumecy A — menee NKO,

MNpeanuaonona ~ menee MNKO,
MetunnpenHulcnoda aueTaTa -~ menee [TKO,
Mpumecr ¢ 1Rt 2,08 ~ mesee MKO,
MerTunnpeanunacnona gumepa (rRt 2,39) -
smenee (KO,

EAvHMSHOR HeMIeHTUMLMPOBAHNHOW NpUMecy
~ meHee KO, ‘
Cymama npumecei ~ menes [KO

MukpoBuonoruieckan Kateropus 3A CoorseTcTaysT

YUCTOTA, B TOM YWCne: T AN CHG FEYS s C3UKKNRC» WeGA7S o1 2510 .00
O6uwee yncno aspobHbix ne bonee 1 000 TManee 10 o
MUKPOOPTaHUaMoB B 1 1 N T,
OBuiee YACNO ApoAcKeBLIXx = He Bonee 100 Mewae 10

v nnecHesblx rpuboe s 11

e

Escherichiacolis 1 r OTcyTcraue . He obHapyweHo

KonwnsecraeHHoe i O7 3,6 no 4,2 mrfrabn . 3.99 mr/frabn

onpegeneHe. {07 80 20 105 % OT 38ABNEHHOIT COASDMENIA) | (98,75 %) o o
Ynakoska. flepsudHas ynaxosKa. [lepetnnas yiiakosKa.

1o 30 wrm 100 TabneTtoxk 8 nnactukosom (138N
; PSKOHE C HABUHUMBEIOWEWCR KDBILLKOIA,

. obecnevwusalowied KOHTRONL NEPBOID BCKPLITHA,
#3 TOT0 e MaTeprans.

BmopuyHas ynakoesa.

1 110 1 pnakoHy BMECTE C MHCTPYIUMENR No

| NPUMEHEBHWIC NOMBLAKT B NaYKY W3 KADTOHA.

- Mo 20 rabnerox 8 nnactukosom {N13B11N)

| (HNAKOHE C HABMHUMBAIOIIBICH KDbILLKOR,
- obecneunsacuien KOHTRONL NBPBOIO BOKPLITUR,

| W3 TOG KE MaTrepMana. i
. Brmopuusas ynaxoexa.

| Tlo 1 (hnakoHy BMECTE C MHCTPYKUMER Nno

| IPMMEHEHWIO NOMELIEHB B NEYKY N3 KBPTOHE.

REC -~ GTA - 0197



Yr NPOOAKIGH

Cepun: 2069862

1oue (0 T LaHKT - (etepBypr
TNewvuckwit np. 7,140 nut. K
take: 812 - 655 — 02 — 17

MACNOPT KAYECTBA Ne253

Mertunpeg rabnerku 4 mr Ne3g

' Haumenomanme
|__nokasarenen

~ TpeBoBanun HopMaTWBHOR AoKyMeNTAH

Mapxuposka.

Ha amuxermxe npacmuxosozo ([T3B1] draxons na
DYCGKOM A3bIKe YNB3LIGG/0M; TODrOBOE HaUMEHORANME

Npenapara, MexayHapoaHoe HenaTeHToBaHHOS
HAUMEHOBaHYE, NBKAPCTBEHHYK) hopmy, Ao3nposky,
nNpouasoauTens («MpousseseHo: Opuow Kopnopeiis,
DuHNAKAMS

[fata nararosnenns: 06 092021

- Heamuneme nnecmuaeceg (11351 @narona Ha |

lonew ao: 06.06.2026

- Pesynerate avamwsa

i
i
{
|

| RYECKOM A3bIKE yKEIEHO: TOPTOBOE HANMEHOBAHME
| NPenapata, MeXIYHapOaHOE HEMNETEHTOBaHHOE

Ynakosano: OO0 “OAPMAKOP MPOOAKLLMH", Pocous), |

noreTAn thupme ( 8 ), nOroTUN npegnpusTus,
OCYLIECTRIAIOWEID YNAKOBKY, HEMMEHOBIHUE 1
COAEDKAHME NEHCTRYIOLIEID BellecT S B OAHGH
TabneTke, CogepXaHue HanonHTened («q.5.»),

| konu4ecrtso tabneTok a ynaKkoexe, Homep cepuu

(«Cepusi:»), pary npoussoacTsa {«MsroTos.»), cpox
FOAKoCTY («l'ogeH fo:»), yonosus XpEHEHKR,

NPEAYNPeANTENbHYIO HAAMKMCE KXPEHUTL & HEAOCTYNHOM |

Ans geteit mecre.», 3380ACKOU(-ve) K04(-bi) yrakosk,
8 KEpMOH) HHE HE DYCCKOM H3bIKe YKaILIGaI0m.
TOProBO® HauMeHoBaHKe npenapata. MeN@YHapoaHoe
HEMAaTeHTORAHHOS HAKMEHOBaNMS. NERApCTREHHYI
opmy, posnposky, npowasopuTens («Mpomrasegens
Opuon Kopriopeiws, Gunnakaus Yraxkosaro: OO0
"PAPMAKCP IMPOJAKLLM’, Poccns Agpec

npounasoacTea: 168218, r. Caukr-Terepbypr, Nenunokui

mp., & 140, nur. XK. Ten: (812) 677-85.82

www.pharmprod fus), noretan thupmb: { «@ »),

ROroTAN NPSANDUATIARA, COYLBCTBNAOWErD YIEKOBKY,

HaMMeHoBaHUe 1 CoaepKaHue ledcreyowers sewecraa
B GAHOR TabneTke, conepManme HanonHuTened {«5.n),
Cnocol npuMeHexus, ROMU4ECTBO TabneTok B ynakoske,

HoMep cepun («Cepus:»), 4aty npoussoacTaa
(«M3roToB.:»), Cpok ragHoCTH («loged qo:»,
NpeaynpegurensHiie Hagnen («MpumensTs CTROra No
HasHaqeHwio spayas, «XpanuTs & HEQOCTYNHOM ANR
Aeteil MecTe.», «He npuUMensTs no UGTeUBHWA Cpoka
TOAHOCTH, YKA3BHHOTO Ha ynakoeke.», «Cogepiur
NAKTO3bI MOHOMAAPATY ), WTPKK-KON,
38PBrMCTDUPOBEHHBIN npeAnpuATHEM,
OCYLUECTBISOLUM YNAKOBKY, YCIIOBUSA XDaHEHUS,
YCNOBWA OTNYCKA, HOMED PErMCTPALMONHOrD

YAGCTOBEBDEHUS B PO, 3aBOACKOR-Ue) KoA(-bi) yraKosku,

MOKET BbiTh HaHeceHs MHBOPMELMS 408 MOHKTODUHTa
ABWKEHHR NeKapCTREHHOTD npenapara.
Pacnonoxenie zasoscwx kogos YNaKoBk:,
MHDODMALIMA ANR MOHUTOPHHIE ABIKEHUR
NeKapCTBEHHOMO NPENaPATAa W NOGEPMIHBIX AaRHLIX Ha
BTOPUYHOW (noTpeBuransckoll) ynakorke mMoxer
WAMEHRTLCH.

| ynakosku.

| TORTOBOS HAMMEHOBAEHME npenapara,
| MEXIYHAPOOHDE HENATEHTOBAHHOE HanMeHosaHue,
| nexapcTpenHan dopma, HO3MPoBKE,

| npov3BoguTens {«MpowssegeHc: Opuow

- "GAPMAKOP NPOJAKWIH", Pocews Anpec

| MOHOTHARATS), LUTDUX-KOZ, JAPeriCTPUPORaRHBIA

| NPUMEHSTL NG UCTEUSHWN CPOKA FOLHOCTI,

| PEMMCTDAUMCHHOMO YAOCTOREpEHUS B PO, |
| 38BOJCKWE KOAbl Yakosky. Hanecena widopmaums
| ANR MORUTOPKHIE ABYXEHVA NEXEPETBEHHOMO

|

|
HEUMEHOBaHWE, NekapcTeeHHan gopma, !
Ao3vpeara, npovlsoanTens {«Mpouasegens [‘
i

i

i OpuoH Kopnopeitiuy, DUHNANAUS

Ynaxosako: 000 “GAPMAKOP NPOOAKLUH",

Poccusn), noroTin dupmMe ( 3, narotan
MPEANPUATUR, OCYLIBCTEINADLLEND YNaKkosky
HEUMEHOBEHWE 1 CodepKaHue AefCTRyIOwW
BewecTsa B oaHol Tabnetke, conepar o
HaNOAHUTENSA («(.5.2), KONUYBCTEBE Tai
ynaKoBke, HoMep cepui {«Cepun ), gata
NpOU3BOACTBA («MaraTon. »} cpok rogHocTy
{«"opey gon, YCIIOBUS XpaHBHWR,
NREAYNDBAMTENLHEA HBANKCE «XDanuTe &
HEZOCTYNHOM LNIA AETel MBCTS », 38BOACKAE KOZlb)

H_&ﬁﬁilﬁﬂﬁgﬂﬂ@‘ﬂgﬂ_&ﬁmﬂ%ﬁw 3bINE yrazano:

Kopnopedius, Qunnsqavs Ynakosauo: Q00

npouasoacTea: 198216, r. Cawnr-TMeTepGypr,
NenvHcrnd np |, 4. 140, puT, ¥ Ten - {812) 877-89.
82 wWwve.pharmprad. cu»}, NOrOTAR (UPMB!

: Aot
(e BRMB ) noroTun MpBanpUsTER,
OCYWECTBNRIOWIETC YNaKoBky, HAMMEHOBS: -
CoAgpXanue eRCTRYIOLWEBrD BeLecTRY §
TabneTRe, COABPKEHVE HANONHUTENSI (
CnocoB npumMeseHnn, rammuecTao Tabneton
yDaKoBke, Homep cepun («Cepuas), aara
fipouseoacTea {«M3roToR. » ), CPOK ranHoCTR
(«Toasw aots), NpeayRpenMTenLHbIB HaLMICH
(«TipwMienaTs CTROTG 1o HAaHaYEHME apasdan,
“XPakitTo B HEAGCTYTIHOM aNA geTel MecTe.», «He

W oo

YHAIBHHOIO HA YNaKoBke », «CoOgep T NaKToan

NPeANDUATUEM, OCYLLSCTBAAIGILIAM YIEKOBRY,
YONOBAA XDAHEHUR, YCNOBKS CTRYCKE, HOMEp i

npenapara. |

XApaHeHune

XpanuTe npw Temneparype o1 16 Ao 25 ¢

| Xpanenve npa Temneparype ot 15 40 25 T,

CpoK roaHocTI

5 ner.

[ 5 ner. S S

3aknoverue:

Tpebopanusm HO M NO15709/01 — 110518, Mam. Net ot 11

or 06.04.2020, Ham. Ne4 or 14.09.2020 COOTBETCTBYET.

u.0. HavansHuka QKK

REC-CTA-018 -7

12.2019, Yam. Ne2 ot 31.01.2020. Yam ¢



