li(ll'-dll\l‘\l'\l\“l’“l’(ll\l\lll“u 1 Canwy - Devepdypr
et s Ne 00336-710 1a ey itec TR eiiC | TE] TUNTS S
N TREHHEE cpo e i o1 D4 an #2021 o pa (ece DOt

PASPELTEHIE HA BhITIY CK Ne 23872021

Topr 0BOC HAMMCHOBARKE PO winmt/ Mernupen radae iRy 4w
JCRAPCTBCHHAN (popwia’ . L03MPOBRA/ (30 wT.). paakon (1), naura KapToas
VILIKOBRA:

Mok vnapo noc HENATCHTOBAHNOC MeTipe i eaon

HANMCTTORATIC

(l p‘\ Illlllplll‘.(llllltlij HoOH \II\II!‘IL‘CKUL‘):

Howvep cepin: 2067113
lara HILOTOBRJICHIS: 28.07.2021
[oen 1o 78.07.2026
Ko ect BO (YK YIEKOBOK): 204 980 VIHAKOBOK
Hovep no1ara perucipainoniono 11 N015709/01 ot 06.02.2009
VIOCTOBEDEHIE (1414 3AMCHbBI PCTHC TPAITHOHHOTO LT TORCPCHHS
14.09.2020)
HauMeHoBane uaipee ACpAd et OpHOH lxupl'upum'n PUH.IAH 1A
per ;_l__(__u)dlummmm vV 10CTOBEPLHIE Orionintie 1. 02200 Espoo. Finl and
Hopya tHBHbBIT 10Ky MeH T [T NOTS709°01 — 110518,

Ham. No 1 or 11.12.2019
Hanm. Ne 2 o1 31.01 .2020.
M. Ne 3 o1 06.04.2020.
M. Nodor 14 19,2020
HANMEHOBANRE WL IPEC HPOHIRO THTE M (110 Cra T Hpon IR0 ICTRA)

HPoMsBOACTBO LOTOBO Opuon i\upnul Cittit. PuH. IHH A
JAERAPC TBCHHOI PopMbI - Orionintie 1. 2200 Espoo. Finland
Hepsuinas ¥ aKoBKa | Opuon I\U[mn;\snml IR IR

Joensuunkatu 7. Salo FI-24100. Finland
Bropianan/ o pedneinekan | OO0 «DAPM. AKOP 11PO;, l AL, Poccus
VIIAKOBRKA | 198216, 1. Cankr-lleTepoypr JICHHHCKHIT TTPOCTICKT.

1140, aurep A
Boiiny CRAK I KOHTPO.Ih Rauecn 000 «@APMAROP HPOJAKHIIH». Poccus
198216, 1. Canki-1lerepoypr. JIeHHHCRHI MPOCHCKT.

1.140, auTep /K

Hacrosinim VITRCPR 1Ky, 410 Vhd VAHHGA pe IVKLLHE ll:"‘\Hi’,H\.‘ [CHA W TIPOROH na i‘l)\"H:lr;ir.l- B COOTHRCTCTBIN
[CHCTRY KON Hpmm AMMH A LGk Al PRILARO/IE TBEHHOR T i petaRa e PErHCTPAtiHOHHATO 100k

} l\H\_\\L!I hi 110 Ih!'.l IROICTRY LT YUMCHUMBIM CTA/IHAM) | KOHTPHMLUIKY Katied | B llpi‘l-"i."\‘ll'-\ 18 !Ul"‘{‘t"‘! »

Lodhie OTKIOHEHHS PaccIeloBannl B COOTBETCTBHE C Bl FDE NN RO ORI Paslt 31, O [oOpeHbl Y ITOIIoMOUEHbIM
THLOM. '

V10 I HOMOUCHHOC THILO
000 «DAPM AKOP PO TAKITED

/Kouwnna 1.8/ 1.4._1 l!.Z-UZl

(Ipukas Munsapasa Poccin of atrectatitt Yo HoMoueiiioro R NTD80610.2018)
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MACIMOPT KAYECTBA Ne238

Mertunpen rabnerkm 4 mr Ne30

Cepua 2067113 Lata varotosnedus 28 07 2021

PerucrpauyoHHsil HoMep

PerucrpayvorHoe yaoctoseperve Ne I NO157C03/C1 or 06.02 2

logen go. 28.07 2026

00¢

(AaTa 3aameHbl PErUCTPaLMOHKHOro yaocToseperus 14 09 2020)

Konuuecteso 204 930 yn

Mpouzsegero Opurox Kopnopedlun GuRnaHaus

Ynakosaxo OO0 «PAPMAKOP MPOOAKIWH» Poccus

[ata sbincnHenns anannaa 14 10 2021

AHanua soinonHed no HO N NO15709/01 - 110518 M3m Ne1oT 7111
06.04 2020, Wam Ned ot 14 08 2020

22019 M3m Ne2oTr 31012

020, am Ne:

Haumerorarne Tpeﬁoeannn HODMBTMBHOM .:.o»rymemaum
nokasarenea |
~ Onucarme Kpyrnbie NMockWe CO CKOLIEHHbBIMKA KDARAMM
TabneTkn ot noutw Benoro go Benore yReTa ¢
S | PUCKOW Ha OAHOWA CTOPCHE
MNopnuHHOCTE Bpems yaepruBaHus OCHOBHOMD NWKE HE

XPOMATOrPaMME UCNBITYEMOTD DACTROPE ACIHHHO
COOTBETCTBOBATL BPEMEHMK YOEDKMBAHUA NWMKa
METUANPEAHKIONOHE HA XPOMATOIPAMME

| CTAHABPTHOIO PacTBOpa MEeTUNNPEAHM3ONOHE

| Y@ - CNeKTp MCTBITYEMOIC DAcTBUpa QONXEH

. COOTBETCTBOBATL YO — CNEKTDY CTEHAARTHOM

| __| pacTsopa
Cpeanxnna Macca u S 114 - 126 mr
| OAHOPGAHOCTL NO Macce | +75 % S
| Pacnagaemocts | He Bonee 15 wuw o i
| PacTsopenve He Meree 70 % (Q) yepes 30 mux
| 0aKopoAHOCTL - Ans 10 vabnetok AV - He Bonee 15.0 %
LO3MPOBAHKE — [ns 30 Tabnetok &Y — we Bonee 150 % u

KaAL0€e U3 MHAMBUAYANbHLIX 3HaYEeHKIA He
___, BbixoauT 3a npegensi 0,75M -1 25M
MNpumecu A - we Bonee 0.5 %
MNpeaHnsonoHa — e Gonee 0 5
MetunnpeaHuscnora auetara - He Bonee 0.5
- MNpumecu c 1Rt 2,08 - He Bonee 0 5 %,
{ - Metunnpegrusonokxa gumepa (rR1 2 39) - He
! Gonee 0.5 %,
| EAMHWSHON HEMAEHTWDUUMDOBAHHHOR NPAMECKH —
| He Bonee 0.2 %
| Cymma npumecen - re Gonee 2.0 7

F’o.ucmenuue npuMech

Mukpobuonoruqeckas | Kateropus 3A
| 4ncToTa, B TOMuMCNE | 00
Obwee sueno a3pobrbix He Bonee 1 000
MUKDOOPraHU3MoB B 1 1 - B N
OBuiee 4ncno ApoxoKessix | He Gonee 100
v niecHesbix rpubos e 11
Escherichiacolis 1 r Otcyrcreue
KonuuecraenHoe OT 3.6 4o 4.2 mriTabn -
| onpenenexue. , {07 90 Ao 105 % OT 38ABNEHHOID COARPKEHNR)
| ¥Ynaxoeka | MepeuyHan ynakoexs
Mo 30 unu 100 TabneTok B nnacrukosom (3BT
DNEKOHE C HABMHYMBAKLLENCH KDbILUKON
00eCrenBaIoLER KOHTDOME NENBOMD BEKPLITHA
W3 TOTO e marepuana
Bmopuykas ynaxosxa
| Mo 1 nakoHy BMECTE C MKCTPYKLMER MO
| NPUMEHEHMIO NMOMELLAKT B Na4Ky 3 KapToHa
REC -CTN -0t9~

wl

Fieayn bTaThi adanvia

| KpYribie, NNOCKAE GO CKOLUEHHBIMY KDaAMIA

TabneTtkn nouty Benore LBeTa ¢ PUCKOU Ha

_ OOHO® CTOpOHE

CooTteeTcreyer
' Cbovamméym
113
Or - 1.74 % ac
5 Muk
97.9 %
1.09 %

Mpumecn A — menee MKO

MNpearuaonoHa ~ meree MNKO
MeTunnpeauuaonoxa auerata — mewee (KO
Mpamecy ¢ rRt 2 08 — meree MKO
MeTunnpearnusonona guamepa (1R 2 30

menee [1KO

EAWHUYHOW HeWn4er THDULKDOBAKHAOR NPDAMECH
- MeHee [TKD

 Cymma nipumecen — menee (KO

Coorsermeyew
N Wk CNE rBy3 'imur ARFL B

" Menee 10

Meree 10

__He obrapyxero

4 05 mriTabn
1101.25 -,,.‘)

Mepeuyxas ynaxkoaxsa

Mo 30 rabnetok B8 nnactukasom (1381
DONAKOHE C HABUHYMBEIOLWEWCH KDBILIKOW
0BECNEYUBAIOLEN KOHTDONE NEPEOTD BCKDRITARA
13 TOTO e Marepunana

Bmopuvrian ynakoexa

1o 1 NakoHy BMECTE C WHCTRYyKUWER NO
NPUMEHEHWIO NOMELWEHbI B NAYKY W3 xapToHaE

ll((m
,Lll

_,J'M'

'\\ ,qr-:»
NG
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Metunpen Tabnerku 4 mr Ne30

Cepua 2067113 fara warotosnenus 28 07 2021

PerucTpauucHHsin Homep:

Konuvectso 204 990 yn
Mpoussegero. OpuoH Kopnopediun ®uHNaHAWR

Ynakosano 000 «®APMAKOP MPOOAKWH» Poccus

[arta BbinoNHeHWs aHanusa 14 10 2021

AHanu3 eeinonHed no HO M NO15709/01 - 110518 U3m Nel ot 11 12
06.04 2020 M3m_Ned ot 14 09 2020

HaumeroBaHue TpebosaH1a HOPMATUBHOW J0KyMEHTALMM
i nokasarenen |
Onucanue Kpyrnbie, NNOCKUE CO CKOLLEHHbIMIE KDARMA
TabneTkn oT noutu Benoro go Benoro ueeTa ¢
- . PUCKOM Ra 0f1HOA CTOPOHE
MognuHHOCTL Bpems yaepxuMBaHus OCHOBHGMO Nwka Ha

XPOMATOMPaMME UCABITYEMOTO DACTBODE AOIMKHO
COOTBETCTBOBETb BDEMEHW YAELKWBAHMA NUKa

| METUANPEOHW3IONOHE Ha XPOMATOIpaMMe

| CTAHAAPTHOIO PAcTBOPAa METUNNDEAHN30NORE

| YO — CNexTp WCNbITYEMOrC DACTBOpa 4ONXEH

| COOTBETCTBOBATH YO — CNexTpy CTaHaapTHOro

— | pacTsopa

‘ Cpeaxns macca v | 114 126 mr

| OAHOPOAHOCTL MO Macce | +7 5% -

| Pacnagaemocts | He Bonee 15 man

_ Pactsopenne | He menree 70 % (Q} vepes 30 mun
OaHopPoAHOCTL | = Ans 10 rabnetok AV — He Bonee 15,0 %
A03NPOBARNE - Ong 30 tabnerok AY - He Bonea 15,0 %

KaAO0e U3 MHAWBMAYANLHLIX IHEUEHAIA He
BbLIXOAMT 3a npegens: (0, 75M — 1 25M

MNpumecu A — 1e Bonee 0,5

MNpenHwaonoxa — we Gonee 0.5 %
MeTunnpeanusonona auetaTa - He Bonee 0 5 #,
Mpumeck c 1Rt 2,08 - 1e Bonee () 5 %

- MeTtunnpeaHusonora AuMepa (fRt 2 39) - He
Gonee 0.5 %,

| | EQUHASHOR HEMAEGHTUDUUMDOBAHHHOR NPAMECH —
{ He Bonee 0.2 %,

Cymma npumecen — ve Bonee 2 0

Kateropusi 2A

- POACTBEHHbIE NpUMECH

MukpoBuonoruyecxas
| NMCTOTA, B TOM YuCNe.
- OBwee Sucno aspobrbix
| MMKDOODPraHwW3MoB 8 1 1 |

r
|

We Gonee 1 000

| OBuwee 4Meno Apoxokesnix | He bonee 100
| W nnecresbix rpnbos B 11
| Escherichiacolis 1r OrcytcTeue S

KonuuecrsenHoe OT 360042 mritabn
| onpeaenexue , (07 90 go 106 % o7 3aRBNEHHOD CopepXanUS )
| ¥Ynakoexa | [Mepeuyran ynakosks

‘ Mo 30 unu 100 TabneTok B nnacTukosom (N36BN
‘ DNEKOHE C HABUHYMBAOWERACH KDbILUKONR

‘ oBecneunsaiowien KOHTPONE NEPROTD BCKPBITHA
M3 TOro e marepuana

Bmopuyxas ynakosxs

Mo 1 dinakoHy BMECTE C uHCTRYKLMER No
NPVMEHEHWIO NOMELIEIOT B NA4KY M3 KapToHa

REC — CTR-C16 - ¢

Peructpauuwortoe ynocroseperne Ne 1N ND157
(AaTa 3aMeHbl PerucTpaLUoHHOro yaocTosepeHus 14 00 20

20

logex Ao 28 07 2026

709/01 or 06.02 2009
20)
19 WMam. Ne2 o1 31 012020 Wam Ne

PeaynsTaThl ananusa

KDYribie, NNOCKUE GO CROLEHHBIMIA KDEHMMN

Tabnetkn nouTh Benoro LUBETa ¢ pUCKOW Ha
. O4HOW CTOpOHE

CooTtsercrayer

Cooteercrayer

~ Mpumecn A - menee MKO

MNpegrusonora — menee [1KO
Mertunnpeanuaonona auerata - menee [TKO
Mpumecn ¢ 1Rt 2 08 - menee [TKO
Metunnpeanusonona aumepa (171 2 39
Meree [TKO
EQVHNYHOM HEWAEH TUDMLIMSOBANHHOK NDAMECH
- meHee KO

_ Cymma npumecein — meree KO

CooTeetcTyeT
N AN GNE M5Y3 «CALUKKNT » hasa

BT S

 Mewee 10

~ Mewee 10

_.He obuapyxero
4 05 mr/tabn

| (101.25 %)
Mepeuyras ynakoska
Mo 30 rabnetok B nnacTuxceom (13817
DNAKOHE C HABUHYMBAIILEACH KDLILKOA
0DecneurBaKLIen KORTPONE NePBOFD RCKDLITUA
W3 TOMO xe Martepnana
BmopusHan ynaxkoexa
Mo 1 mnakoHy BMECTE ¢ uHCTRYKUMER NO
NPAUMEHEHWIO NOMELLEHDI B NAYKY W3 XapT0oHa
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abh "PAFMARKROP A
Nerunckua np g 140 nur XK
. “r NPOOAKIUH darc 812 - 655 - 02 — 17

NACNOPT KAYECTEA Ne238

Metunpen rabnetiun 4 mr Ne30

Cepun 20687113 Aara warotosnenus 28 07 2021 lMNopex po 28.07 202¢
HavMeHoBEHWE Tpefoaanun HODMATUBHOW LOKYMEHTALMM | PesyneTarel ananuia
nokasavenea | . !
Mapxwposka | Ha amuxemxe nnacmuxosozo (N3B(7) gnakora Ha Ha smukemxe nnacrmuxoeoezo (15380 ..
| PYCCKOM H3bIKE yK83bIGaKIM. TOPIUBOE HAWMEHOBaHAE DYCCKOM H3biKE YK838HO. TOPIOBAE HEAMEHUE i+
i npenapara, MexayHapoaHoOe HenareHTosasHoe npenapaTta, MeXAyHapoaHOe HEeNAaTeHTosanH0E
| HAUMEHOBAHWE. NIeXapCTBEHHYI0 oMY, AGIUPOBKY HBUMEHOBAHWE NEKAPCTEEHHAS hopMa
| npoussoauTens («[ponsseneno Opuon KopnopeauH 003MPOBKE, NPOM3BoAnTEN. («[IpoKaeeer0
| DUHNARAKA OpuoH KopnopedwH, DunnsHaus
Ynakosano: OO0 "CAPMAKOP NPOOAKLIH" Poccwsy») Ynaxosaro OO0 “©APMAKOP MNPOAKLLH
| o] RO
| NOroTvn HUPMbI ( J, NOFOTUN NPEANPUATUR Poccus») norotun fupme: ( PHARMA | orotun
| OCYLWECTBNRIOWETD yNAKOBKY, HAMMEHOBAHWE ¥ NpEANDURTUS, OCYLUBCTBASIOLIEND YNEKOBKY
| CoAepXanve NeRCTBYLLEro BELWESCTRA B OAHOMA HBUMEHOBAHUE WM COAEPXKAHWE AERCTEYIOWEND
| TabneTxe. COARPMARWE HANONKUTENEN [« & ») BELIECTBE 8 04HOW TabreTse, cogepxarue
| KONu4ecTBO TabnNeTok B yNakOBKE HOMED Cepuu HANOMHUTENEW (¢« .S »), KONKUYECTRO TABReTor &
| («Cepusi»), aaTy nponssoacraa («MaroTos ») CpoK yNakoeke HoMmep capuy («Cepus ») na 2
rogHocTv («f'ogen 0o'»), YCNoBAs XpaHeHns npomasoacTea («MaroTos » ), Cpok rogHe
NpeaynpeanTenbHYIO HaANUCe «XpaKuTs B HEAOCTYNHOM | («[ O4EH A0%), YCNOBUR XDEHEHWR
| ANS AETeW MECTE.», 3IABOJCKOR(-Me) KOA(-bi) yIAKOBKY NPeaynpeavTENeHER HEANUCE « XDakuTs &
| Ha xapmomnHOU 1184Ke Ha DYCCKOM A3bLIKG YKAIbLIB&KIT) HEAOCTYNHOM ANSA A8TEeA MECTE » 3a8B0ACKM:
TORTOBOE HAaUMEHOBAHWE NPenapara, MexayHapoaHoe YNaxosKm
| HENaTeHTOBAHHOE HAMMEHOBAHWE NEeKapCTEEHHYIO Ha KapMOKHOUT NaYke Ha PDYCCKOM Hik
| hopmy, AO3MPOBKY NPOUIBOAMTENS [« IPOM3BEAEHO TOProBoe HauMeHOBaHWe npenapata
Opwon KopnopenwH @uHnsasgus Ynaxosaso 000 MERAYHADOAHOE HENATEHTORBANHOE Han =
"OAPMAKOP MNPOJAKLLIH", Poccus Aapec nekapcTBeHHaA hopMa. N03MPoBKE
| npowssoacTea 198216 r Cankr-Metepbypr [leHAHCKMA  NpousBoanTEns («[ponspeaeo (puos
np., A. 140, nur. X Ten: (§12) 677-89-82 Kopriopenwr QuHnaHans Ynaxosano 000
@ "OAPMAKOP NPOLAKLUH Poccun Anpec
wwyy pharmprod.ru»}, NOroTiN MUpMb (« ») npowseoacTea 198216, r Cawnkr-[leTepbypr
; NOroTUN NDEANPUATAR. OCYLLIECTENAILUENO YNEKOBKY NewuHckun np. 4. 140, nut. 2K Ten. (812)677-89
| HAWMBHOBAHWE W COAEDPKAHME AEACTBYIOLIEND BOWECTRE B2 WWw Dharmprod rus) noroTen MrDMel
| 8 0AHOW TabneTke, CoAepHaRUe HanonHuTened («g s ») m
| cnocob NpUMeHeHus, KonuwecTso TabneTox 5 ynakoBke (« BEENMA ) NOroTHN NPEANDHATHR
| HoMep cepun («Cepwusiv), 48Ty NpOWEBOACTES OCYWECTBNAIWIErD YNAKOBKY HAUMEHOBAHAE A
(«M3roToe. »), cpok roarocTv («oaeH Ao » ) COAEPXKaHVE JeNCTBYIOWErD BELIECTBE B OAHOM
npeaynpeavTenbHbie Haanueu [« IpuMeHsTs cTpero no tabneTke, cogepHaHue HanonHKTencr
Ha3HAYEHWIO Bpauay «XpaHuTe 8 HEAOCTYNHOM 4NR cnocol NPUMEHEHWR, KONWUECTRO TADMET,
| ABTEN MECTE », «He NPUMEHATL N0 UCTEYEHWM CROKa ynaxkoeke, Homep cepmmn («Cepusi») aala
| TOAHOCTY, YKA3EHHOID Ha YNaKOBKE » « LOAEDMAT NpOU3BOACTEA («W3roToB »), CROK FOAHOCTH
NaKTo3bi MOKOrMAPaT» ). WTRUX-KGA {«ocpeH Ao » ), NPeAYNPeAKTENbHLIE HaANWCK
[ 38PETMCTRMPOBAHHBIA NDEANPUSTHENM. [« IPAMEHATE CTROTO NO HAZHAYERKI BOA
| | OCYLIECTBNALLIMM YNEKOBKY, YCII0BMS XpDaHEHWH, «XpaHuTb B HEAOCTYNHOM ANA AETEV N
| YCNOBUS OTNYCKA, HOMED DEMMCTRAUMOHHOID MPUMEHATE 10 ACTEYEHWA CPOKE (OAHO

‘ | yAocToepeHus B PO, 38B0ACKOW(-ME) KOA(-bi) YIAKOBKM YXA3BHHOIO Ha ynakorke » «Coaepsal
MoxeT BbiTe HaHECEHa MHAIODMALMA 4718 MOHUTODWKIE MOHOrMapaT™ ), WYDKUX-KCGL 3aperucTprpOBan-

|
| LBUXKEHWA NEKapCTBeHHOTO NPenapara NpeanpuATHEM OCYLLECTBNRIOLAM YIAKOBKY
i | PacnonoxeHue 3a804CKMx KOA0S YNIaKoBKM YCNOBUA XPAHEHWR, YONOBWR OTNYCKE AOMED
| | MHEOPMALMK ANA MOHUTODMHIE ABHXEHAS pPerucTpauMoRHOro yaocToBepeHus B PO
| | NeKapCTBEeHHOrC NpenapaTa A nocepuiHbix AaHHbiX Ha 38BOACKME KOAb! YNaKoBKy HaWeceda urdopMmalvs
! | BTODHMYHOW (NOTDEDUTENLCKOR) yNaKoBKe MOXET AR MOHNUTODMHIEA ABUXEHAR NEKADCTAEHHOIC
| | M3AMEHRTLCR npenapara
! e R T sy - |
| XpaHeruwe | XpawWTe Npy Temnepatype o7 15 go 25 C | XpaxeHue npu remnepartype ot 15 go 25 C
__Cpok rogrocta | 5 ner. S € 8 . : :

3axnwyerne.

TpeGosannam HA M NO15709/01 — 110518, Mam Netor 11 12.2019 Mam Ne2 ot 31 01 2020 Mam Ne
or 06.04.2020, Msm. Ned ot 14 09 2020 cooTeeTcTBYeT
~ ,‘-—"_‘\
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