LEKNAPALMS O COOTBETCTBUM

BEKINAPAHT, NPUHUMAIOLLIMA NEKNAPALIMIO O COOTBETCTBUM:

AG "OPTAT", MexpaionHas uHcnexuua Munucrepcraa Pocouitckoi Penepatuu no wanoram u cHopam Ne 1 no
Koctpomckoit obnactu, OFPH: 1034417360108 or 04.01.2003, agpec. 157092, Poccus, Kocrpomckan o6nacts,
CycauuHcknit paiton, ¢ Ceseproe, Mkp XaputoHopo, Ten: +7(4942)650-805, thake. +7{4942) 650-840

B nuue: FenepansHoro aupextopa Monoskunoil O 1

AosepenHoe nuuo: Mauaea U H.

HosepenHocTs Ne 7 or 01.01.2019

3ASIBNAET, YTO JIEKAPCTBEHHOE CPEACTBO:

| Semnnap®, pacteop Ana BHYTDUBEHHOrO BReAEHNA 5 Mir/mn 1 Mn, amnyne (5), NoOAAOHL! NNACTHROBLIS {1}, nasue
KaptonHbie, per. ya. Ne fICP-004781/08 or 4 6.06.2009 (nara sameuw PY 02.08.2018). supamno OO0 "3668u",
{ Poccua, cepua ADQDD13570. roden no: 31.01.2021, naprusa: 12893 Y¥NAKoBKW,

BbINYCKaeMoe U3roToBMTeNeM:  Keg OKNpzZ
Asapa fluckare OapmaceoTuran Cepavces C.n A Wranua/Avara Liscate Pharmaceutical 21.20 10.184

Tvices S.p A, Via Fosse Ardeatine, 2, 20080 Liscate (MI), taly! AQ «OPTAT», MHH
4428000115, 187002, KocTpomcxkas o611, CycanuHekui pancH, ¢ Cesepuoe, mkp
XapuToHoBO, cTpana: Poccus :

E Kon THB3L:
COOTBETCTBYET TPEBOBAHUAM: |
1 ICP-004781/09-210817, vam. Ne1

AEKNAPAUMSA NPUHATA HA OCHOBAHUM

MpoTokon ucnbiranunis N2 3071 T or 03.06.2019, OO0 "LieHTp xoHTPONS KauecTea Buonaidy”, arrecrar
akkpenuraunn: RA RU 21UK01 or 22.07 2015, Cepramukar cooraercrann Ne POCC RU ®B14 £83085 ot 03.06.2019

ABATA NPUHATUA ,QEKRAPAHHK: 03.06.2019

REKNTAPALNS © COOTBETCTBAM NEACTBUTENBHA f10: 51 01 2001
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Ceeaenus o perncrpaumm geknapaumum o COOTBETCTBUM
{3a0 “Texkavectso”, 109044, r.Mockea, yn. [luHamosckas, o 1A, op 400, Ten.: +7 (495) 676-5417, chaxc. +7 (495)

676-2841, www tehkachestvo ru, tehkachestvo@gmail.com. OrPH: 1057746285189, Attecrar per. Ne POCC
RU.0001 110814 smnau PenepanvHon cnyxfion no akKpeauTaLue

Lara perucrpauum: 03 06 2010

HEbIW HOMEP AeknapauMu: Pocc RU O-RU.©B14.A.29995/1
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CHCTEMA CEPTUOUKAILUY rocr p
@ENEPATLHOE ATEHTCTBO 110 TEXHHUECROMY PEIYIHPOBAHUIO 1 METPOJIOTHH

(P CEPTUOUKAT COOTBETCTBMS |

¥

Ne pOCC RU.®B14.C83085
R pran® Cpox peitcteng ¢ 03.06.2019 o

Ne(0514502

OPTAH 110 CEPTHUOHUKAIINN

per. Ne POCC RU.0001. 119814
3A0 "Texkauecteo”, 109044, r Mockaa, ya. OQuuamosckan, g, 14, oth. 400
Ten.. +7 (495) 676-5417, daxc: +7 (495) 676-2941, wwlehkachestvo.ry, tehkachestve@gmail.com

NOPOAYKIIMA B l
Nexapcrasrioe CpeacTeo. Jemnnap®, PaCTBOD NS BHYTPHBENHOID BBeAeHUR 5 mer/mn 1 mn "xrm, O K I E
MNynst (5), Noaasks nnacTukosbie (1), navku kapTomupie, per. ya. Ne NCP-004781/09 ot
16.06.2009 {nara 3amenw PY 02.08.2018). Buiano 000 “3668,", Poceun, cepua A000013570,
fogem no: 31.01.2021, napTva; 12893 ynaxosku, : 21.20,10.184

COOTBETCTBYET TPEBOBAHMSM HOPMATHBHBIX AOKYMEHTORB

NCP-004781/09-210817, uam. Na1 | KOATH B3
£
M3TOTOBUTEAL , |
Asapa [luckare dapmackiatixan Cepeuces C.nA UranusifAvara Liscate Pharmaceutical Services S.p.A., Via Fosse Ardeatine, 3
|

2, 20060 Liscate (Mi}, Haly/ AO «OPTAT» UHH 4428000115, 1 57092, Kocrpomekas o6n., Cycanumcuun paiou, 6. Cepeproe,
MKD. XapuTOHO80. Crpana: Poccus

CEPTU®UKAT BEIAAH |
AD "OPTAT", Mexpaiionnas MHCNeKuMA Mubucrepersa Poceuiicrod Degepauym no Hanoram u cBopam N2 1 no Kocrpomexoi |

HA OCHOBAHUHK

MpoTokon uensiranui Ne 3071 T or 93.06.2019. 00O "LenTp xomtpons kauectaa Buonadid”, i
BTTECTAT arKpenuTaLmy: RARU.ZTLIKOT o 22.07.2015

R il
awM VB

R e s
- FAryGona T A, if
S - R, GEsS ' g

Ceprudnxzar e HPHMBHSCTCH DY oba3dteAnnol cepruhuranuy

AP B, WOAR . it i B e




Jlueniua ua ocymecTRC HIE ALK TCABN
157092, Koctpomckas o6a., Cycea

3emnaap® pacreop 1an B
¥Ynakosaro: AO «OPTAT», Poccust

Konuectro ynakosox: 12893

Crpannua | 132

AQ «OPTAT»
Otaen KouTpoan Kavecrsa
Macnopr Nz 6 ot 30.05.2019

Homep cepan: AD00013570
Hara npemsogcrsa: 02,2019

Mpoiseneno: Asapa Jlnckare @apmacsioTikan Cepauces C.n.A., Mrasns

HIL ACP-004781/09-210817, w3m.

Nel

HYTPHBCRHOTO BBEACHHA 5 Mrr/mur 1 ma Ne

©02COI1-KO-07000-39-06

GCTH RO NPOHIBOACTBY JlekapeTBeHuBIX cpeacTs Ne 00058-J1C or 16.12.2015
nunckih pallon, . Cesepuoe, Mkp-. Xaputonoso, ve1.(4942) 650-806

S (amnyner)

Hara ynakosxit: 10.05.2019

lonen ao: 01.2021

Cepus npenssoaurens: A000013570

Perncrpaunonuoe yaocrosepenue JICP-D04781/09 ot 16.06.2009 (naTa 3amens: 02.08.2018)

Hausmenosanue nokasatenedt
xauecraa no HJ

TpeGopanun x xavecray no HA

Peryabtars! anamuia

Dranea u nponuseHraNKOL
BIXKX

Rpoipaunocrs
Heeroems
Mexannseckue prAouCHIR:
Braumeie nesoopymesnsim
raAR3OM

Henamnummnie nesoopysennniv
FARIOM

Hisnexaemuiit obnem
ITRHON ¥ NPONILAHIANKOAL
Poncreexnnie npimecn

Crepunssocrs
BakTepHanbiibic JMA0TOKCHI W
Koauuecraennoe onpencnenne

Ynakosxa

Mapxuposka

MEKTHMYMB! 1pH Anusax soan 503 umz2 nm w565
H™ £2 m

Bpesiena ynepsxunanun nukes na XPOMATOTPaMMC
HCHIWMTYCMONO  PACTROPE  AOMKNLI  COOTBCTCTBOBATL
BPCMCIAM  YACPKHBANHY  NHKOB  JTanoNs o
NPONHACHIHKOAR H3 XPOMATOTPAMME CTAIAPTIHOND
PACTHOPA (BPCMCHY YACPKHBAHHE COOTRCTCTRYIONMNX
IHKOB  Ha  XPOMATOIPAMMAX  CTAMAAPTHOND M
HCHLITYCMOPO  PACTBOPOS JOMKILI PAIINYATRCE He
Gonec vem na 2,0%)

TMpenapar nomuen Gum npolpasitem no CPABHCHHIO
€ BOLOH MAH BLUICPRHBETH CPABICHHE C 3TAN0MOM |
Tpenapar gomxen Gurrs GeeupeTinis no CPAsHCIING ©
BOROH HAN BLUICPKHBATE CPABNCIME C FTRIOHOM By

BHanMbic  HCROOPYREIIMM  FHATOM  MexalHYCCKHE
BKMTOMCHHA JOMKHE OTCYTCTROBATH
Hacrmu  paisepod = 10 wmkm
GO0O/amnyny wam dnaxan,
HacTil pasmepom > 25 MkM hie Bonee 600/amnyny
i naxon
He menece nomuuansiore
Dranon or 16 a0 24 %

Tponuncuraukoas or 26 a0 4%
HanGonuwan cpmmanan npumecen - ne Gonee 1,0%
cymma npumecelt — ne Gonee 2,0%

Tpenapat gonxen Gurre crepunciov
He Gonee 50 Emn

He Gonee

O7 95,0 20 105,0 % oT 1MABACHNOIO IRANCHIE
HApHKAALLITONG

| mn » amnynu wr Gecuserioro crekna Tung | {Enp.
@apm) © Touxolt nagnome. flo § mmnyn emecte ©
HUCTPYKUMCH 1o npHMcHcno A kapronnoft navuxe ¢
NCPCTOPORKAMH, AN 110 § BMIYA 8 IABCTHKOROM
NOIIONE, 110 OXHOMY INICTHKOBOMY HOLRGIY BMECTC
€ WicTpyRuscH no npusMencino B kaprounofl muxe,

Hat 2THKETKE OMIYILL I8 PYCCKOM RILIKE YKAIMBIHOT!
TOProsoe HIBMCHOBARNE fpenEpaTa c
npeaynpeanreaniioll  Mapxnposkoll | ®,  MHH,
TEKIPCTHCHIYIO  (hOpMY. NOIMPOEKY  (coacpwaiiic
OKTHBHOID BewtecThn B | Ma pactaopa), konuuccTro
OMUYR 8 ynokobke, oueM  pactsopa 8 My,
TPCRYAPCARTCALIRIC HENTTTH «Crepunniio.n,
dTofibko AN RUYTPHBCHIOID BECACHHR.»,  NOMCP
CCPHM, JIBTY UPOMIBOACTRA, AGTY OKONUAIMK CPOKA
roaMocTH,  norotin  komneumi  J06BM_ (ua

Onucanue Npospasnu Gecupernmn pactsop Tpoapasnml Gecuseruit pacreop
Moanuunocts
Napuxaauumron Bpems  ynepwusaimz  ocnosmore  muks na Coorsererayer crannapry
BOKX XPOMATOIPAMMC  HCOMITYCMOIO  PACTROPA  JA0HKHO
COOTBCTCTBORATE  BPCMCHM  YACPRWBANME Nk
NAPIKATLUKTOND 12 XPOMBTOIPAMME CTAI@pTHOrD
PACTROPE (BPCMCI YACPHHBAIHR COOTBETCTRYIOUMHK
fMKOB N0 XpOMOTOTpaMMC  CTmItapTHOrO M
HCHHITYCMOTO PACTBOPOB ACAKHLIA PLIAHYATECE fic
Goniee uem na 2,0%)
Cnexrpodoromerpucexuit Crexrp  wcnwrycmoro  pactsopa noamen  mmers Coorsercrryer (502 s, 566 ta)

CooTaercTayer cranmapry

Metiee sranona |

Metice oranoia By

Oreyverayior
33 wacrnuntamnyay
I vacTiug/annysa

11 ma

19%

30%
Oreyrerayer
Orcyrerayer
Crepunbifi

Menee 50 ED/mn

102,8 %

1 a8 amnynst #3 Gecusetioro crexna T | {Enp.
@apm.) ¢ toukol wamioma. flo § awnyn B
RAGCTHKOBOM TIOANOHC, 110 OMIOMY TUKCTHKOROMY
ROAAONY  BMECTE © HUCTPYKUMEH ND npuMeticnmo &
Kaprosioh nauke.

Ha omukerke amnyam wa pycckom ganixe YRa3a0:
TOprosoc HOHMCHIOBRIHE npenapara c
apeaynpeitrensiol  mapxkuposkoft  ®,  MHH,
AckaperRennas  dopMa,  acIwponka  (coacpaanie
Aclicraylouicro  BowiccTBa 8 1 Ma pacrsopa),
KOARMCCTRO BMIYI B YHakouke, 0fbeM PacTsopa & Ma,
APCAYIPCANTCALIBE HRANWCH: «Crepuanno.»,
«Tonkko 208 BUYYPHBCIIOIO BBEACHHA.», HOMOP
CCPHH, A0TA NPOMIBOACTBA, HATG OKOHMIBMR CpOKa
FOJIIOCTH,  NOroTHIE  xomitanur  D6GBu  (na




Crpaniua 2 i1 2

Haumenosanne noxRlaTenen
ravecrsa no Hil

Tpebosanns x xauecrsy no HI

PesyantaTet ansanma

anrmithckos  saeixe),  Moryr  Gurm
BUYTPCINHE JABOACKIE KOALL,

Ha nevke kepronnoft na PYCCKOM RIMKS yXaILiBaIOT:
TOprosoe HEHMCHDBRING npenapara c
fpeaynpenstentiioR  mapxuposkoli @, MHH,
ACKIPCTECHIYIO  hopay, A03MpOBKY  {coaepuime
nelicTayiomers  memectsa n |y pactaopa),
KOAMNCCTRO aMIYN B ynakoske, ofnem pucraops
aMiiyne,  mansmenosame  gellersylomero g
BENOMOTATCHLILIN BOUIECTS, MX KOJHYCCTRS 8 | Mp

Hanecenn

pacTsops, npeaynpeaHTeniLR HaIHeH;
aCrepunsnon,  «Tomko  juw BUYTPHBEHHIONO
BBeACHHLy, «Xpuiitth B nenocrynnom s Acreh

MECTC.h, YCROBMA OTnyekn,  yenowmx XPaHeHHR,
tliosmep perucrpaunonioro Yaoctosepenua,
HAMMEROBAUME B cTpany  mhasenea PY
NPOMIBOMMTEIN, HoMEP cepun, goTy APONIBOACTBY,
ATy  OKONYDIMR  CPOKA  romnoctH, WTPHX-KOJ,
foroTHin komnanuy 668y {1a anranfickos R3LEKE ),
MOFYT GLITL HBNECENL BIUYTPCI HE 2aB0ACKIC KOALL,
Hononiumessio yxaiwaaom: aorotun,
HanMcHoBRiNe,  CTPARY, wipec Tenehon/anc
OprEHinmIN,  ocymecTsnmIOwel VIGKOBKY M
Bumyckwomnll kouTpons  xuvectsa; nmpopmai

AR MOHHTOPHUID  ABHKCIHHS NEKIPCTRCHNOND
UPENapaTt  OT  NPOMIBOAMIENS M0 KOHeNHOrO
narpebirens,

Ppumenamme: npu opmuposainy HoMEpa  cepig
POTOBONO NPGAYKTA K HOMEPY cepun, PHCBOCHIIONMY
npoaykty «in bulk» u yRBanuuoMy Hn nepauvuofl
yHaKoBKe, MOryT A00aBANTLCR CHMBOMLL (Gyxsu wnn
unippu),  npuceocime yiuxosuukos  (AQ
«OPTAT»).  Tagum ofpuom,  Homep CEpHY,
YKQIBHULIL 1 BTOpHYIOH YakoBKe MokeT Gumn, na
HECKOILKD THMBOIDR AnHHHCE l{DMcpﬂ cepus,
Yeaaiioro Ha neprivioll ynakoaxe,

anraniickoM  wikixe);
HBOHCKHE KOIM,

Ho nauke kapromnolt na PYCCKOM A3miKe yraaHo:
Toprosoe HAMUMENORAE npenupara ¢
ipeaynpenuteashiol  Mmapkuponkoll @, MIHH,
Aexuperaciias - dopMy,  sosnposxa ({conepwanue
AcRCTBYIOMIErO  BowecTr B | mp pacraopa),
KOIMYCCTBO BMNYN B yhakoske, obnem pacTeopa &
aMuyne,  saumcHosalMe  pcBictsyiomero
SCHUMOITEALILIX BEWECTS, HX KonHYecTe b 1
pacTeopy, NpenynpeanTenstibic HIZUTHCH:
«Crepumio.e,  «Tonuko ANR  BHYTPHBEHHOrD
BBEACHHA %, «XpainTh 8 uenocTymiom ans nereft
MECTL. ), YEIORA OTNYCKY, YCAORKA XpaHeHis, Hosmep
PEMUCTRALHGHIOND YROCTOBCPEHUR, aHMEHORaNKE &
trpana saiensun PY o ppomnsonwren, HOMED
CEPHH, JQTD NPOMIBOACTBA, ADTA OKONMAHIA cpoka
FOLHOTTH, UITPHX-KOJL, Norovhn komnatms 663 (na
QIrAHACKOM  AImIKe);  nanecen BHYTpenie
IABOACKHE KOAL,

HAonoauumenono yRazano! Dovotw, HanMeHOBIHIE,
Crpama,  aapec w o renedon/axc OpranKIALHH,
OCYWCCTRIAKINER  ynokouky W mLityckusowml
XOITPOML KavecTan; wibopMaita ana MOIINTOpHIIrD
ABMKCINR  NEKBPCTBENHOrD npenapara or
PUHIBDAHTTAR 110 KONEMIIOTD NoTpeGitres,

HBHECCHI BHYTPCHITHG

3amouenue: fpenapar 3emn

ynaxosaunuii AQ «OPTATy, P

Havansuuk oraena KONTponn

aap® PACTROP A% BUYTPHBENHOTO BBeAeHUA 5 Micr/mn | ma Ne 5 (amnyam) cepus A000013570,
occun, coornercrpyer Tpelosannasm HJL JICP-00478 1/09-210817, sam. Nl

KAavecTRa I'yaoea E.A.

JO. 085 2o




