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PRART  /\8TBTen pacTBOp A48 MOIKOXKHOrO BBexeHHs 2500 anTu-Xa ME/0,2 ma

o £ y 2
Slm—fl Ne JITT-005855 o1 16.10.2019
Homep cepun: 271220 AZpec NPOM3BOIACTBEHHON RIOMAKY:
Hara npoussoacrsa: 15.12.2020 r. MpxyTek, ya. P, Jhokcembypr, 1. 184
lonen no: 11.2022 Homep auuewaun na nposseoacrso:
Konnuecrso 8 cepuu: 4941 yn. No 10 00149-JIC ot 24 zusaps 2019 roxa
Jata Bblnaun nacriopra: 14.01.2021

AEanu3 esinoHen no JIN-005855-161019
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’ Ne } Hamsennie ) TpeSoranns H11 Peavibrars anatma
| NOKA3aTeICH |
i Onucanue Mpospaunniil, Gecuperinii wam o AKEITORATEIM OTTEHKOM | [Tpo3paunsiii Gecuserinif pacTeop.
pacrsop.
e Mozimunocts "1 Aarmenapun acmpu. - BOAX.  Mozekvaapuo-
MACCOROE PACIIPE/ICACH e,
N L. IMoanuunocTs TBEDH!
Cpeasas vonexyaapras sacea: ot 5600 10 6400 j1z: - -BAIHRHOCTE TOTep s P
m Cpeauas MOACKYIApHas Macca: 5994.02 [a:
Ppakuna ¢ MONEKYIIPHOA Maccol mexce 3000 Ha: ne | |
" i | ®paxuns ¢ MOJICKYISPHOH maccol  mence
Bozee 13,0 %:; 3000 Ja: 12.82 %:
| Ppakuus ¢ MOJCKY-1spHOH Maceoit ue Boaee 8000 Ja: o7 elEs STl i 2z .
o Dpakuus ¢ MOIACKYHPHOA MaccoR He Sosnce
15,0 50 25.0 %. o
. 8000 fa: 18,9 %.
1 2. Hampui  Kauecrnennas peakuus ¢ kams |, MoAIMHN0CTS NONTBepAICH:
nrpoantumonatom, T'h PO, weroa A. Obpazosauue | = ’ ¢ ctdi
| TUIOTHOIO 0C&1Kkd BEN0ro LUBCTa.
3. lpospauiocTs T'o Po, Tipenapar nomicn BLITEPKEBATE CPABHEHHUE ¢
; | BriacprunaeT |
| IILIOHOM [. |
4. | Lserrocts - '@ P lpenapar a0iwen BBILEDKHBATL CPABHEHHE ¢ l
| 5 Bruaepwusacr
ITAT0HOM Y5, =
5. {pH e P®.Or3,0107,5 6.935
6. Mexasnueckue I'e P, 1. Busyarnowi Merod. BuamMbic uacTuim .
BEAOMENHS JCAHE QTCYTCTBOEBATS, - Butiwsie sactiu: i
2 2. Hesuaumeie vactuis:
2. Cuerno-joromerpuscckuii Mctor.  Hesuaumbie | SACTHU pasMepom > 10 mxm — 19 wacruy
’ HaCTHUL:. YacThu pasmepom = 10 vxM nomxuo BuTh He ik b;ucp POk = ) i
Bonee 6000 & wnpiue; qasmr" 23MEPOM = 25 MM — ) wacTHu n !
' HacTru pasmepom > 25 miew n0mxro Burrs He Sonee 600 e Hu;p MM ey i
l | B LIIpHUe. P i
[ 7 WsBnexaembiii ofnem P PD. He menee Homunansnoro, Coorsercraver
8 bakrepuaisume i
. I'd PO. He Goace 1 5 E3
‘ R ) P®. He Soace 125 E/ma Menee 125 E3/mn
9. AHOMZTLHAS l |
I'® PO. Mpenapar zomier: IETOK M. T HET :
ITOKCHHHGC‘.L @. Tpenapar 1omwmen: GbiTh 11ETOKCHH HbIM [Tpenepar nerokeuuen
10. | Henwrranne na 1
JCnpeccopHbie } I'® P®. Mpenapar nozmeu BLLISPKHMBATS HOMBITalME, | Buigepwusaer |
BCLISCTRA ! ] _(
1. | Crepunsiocrs [ ['© P, [peiapar 10:0xeH BbiTh CTCPH ARG, [ TMpenapar crepiTnmsiii, |
12. | Konuvectseninoe EBp. @. AMunonuTuveckuit METOA. AKTHBHOCTL anTH-Xa: | . .
! - 2 /0.2 M2 (102,8 % :
’ onpeaesene [0 2250 Ro 2750 MEA2 wn, Or 90 10 110 9% or | 2969.8 ME/0.2 M si'lafic,gno)ornmmnam.;mw!
HOMHHATHHOID 3HAYCHMS, 1053 MUO; M
I AKTHBHOCTS anTu-Tla: o1 770 10 1190 MEAD,2 wn i
l 13. | Coomiowckse anTh- |
| - Xa/auTi-lla 07191032 2,44
AKTHBHOCTCH
14, ] Vrakopka Hepauunas ynarxosia ACKAPCMBEHHO20 hpenaparna. Hepeuynas ynaxoexka RERAPCMAENHOZ0

Io 02 wmn npenapara & OIHOpasOBeNi WP M3 | npenapama. i
' ’ Gecuserroro crexna tuna | ¢ HAACTHKOBBIM noptidesm u | [To 0.2 ma fIPENapaTa » 0AHOPAIOBOM IINpHIE

| 'peannosm; YILIOTHHTCAEM, ¢ ukcHposanHo# wuraoit, | g Secusernoro CTex1a Tina | ¢ niacTukoBLIM
' ’ | JBULALICHHON  TBOAHBIM  KOAMAYKOM, COCTOALUHM i3 TNOPUIHEM M DCIMHOBBIM  YUAOTHUTENEM, C

Bmopuunas ynacogxa AeKapemeernoeo npenapama

Mo 5 wnpunes nomemaor s HEMAPKMPOBAHKYIO
| KOHTYPHYIQ  MIACTHKOBYK  NOANOKKY M3 [11€HKH
‘ ! NONMBMHAIXIOPHIHOR. (10 2 KONTYPHBIX 11M8CTHROBLIX

BHYTPCHHeR  pesuxoBol M puemues TBEPJIOA | GuKCHPOBAIINOA urnoi, SaMMILEHHOH

i I7aCTHKOBCH vacted. Ha wawcapid TUOPHL HAKJACHBAIOT | ABOHIBIM  KOAMAYKOM, COCTOANMM M3 |
MOK/ICAIN HOC KETKY. B CHHEH H B B T {

‘ CAMOK/ICAIIYHOCH ITHKETKY HYTPCHE npg,;,mg;g‘ W BHELIHCH Teepaolt

| NOIIOKKH C HHCTPYRUMEH [0 HPHMCHSHMIO B KapTOHHYIO
NadKy 478 NOTPebUTCILCKOA Taphl.
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WICTPYKLMER 1O NMPUMEHELHHIO B KAPTOHHOH
NayKe 114 NOIPEOHTCIBCKOA Taphl.

Mapknposka

[Tepsuunan ynakoeka aekapcmeennoze npenapama.

Ha  srukerke  wnpuua  yxalblsaloT:  TOProBoc
HAHMENORZHHE npenapara, MCHGIYHBPOIHOS
HENATEHNTOBAHHOEC HAUMENOBAHHE (IPENAPaTa, aKTHBHOCTL
aHTH-Xa MFE/oGtem npenapara B M, JCKapCTBEHHYIO
(hopMy, HOMEp CepHI, CPOK NOAHOCTH.

Bmopuynan ynaxoaka iexapcmeenxozo npenapama.

Ha nayixe KaprofHOR  yKa3plBAOT:  HAMMCHOBAHHE
NPEAIPHATHA-HICOTOBKTENA, CrO JIOFOTHI, IOPHIMYECKHUA
aipec, aapec, reachoH, $akc ITPOHIBOICTBCHHOH
MAOWAIKH,  TOPrOBOE  HAHMENHOBAHWE  Mpenapara,
MENAYHAPOHOE HENMATCHTORAHHOS HaHMEHOBaHHe
NpCNapaTa, JCKapCTBEHKYIO (POPMY, AKTUBHOCTL aHTH-Xa
ME/obseM npenapata 8 M1, COCTAB HA QIMH LUNTPHLL
ofbeM mpenapata B WOPHLUC, KOMHYECTBO WNPHIEE B
YMAaKOBKE, YCTOBHA  XP@HCHWSH,  YCHIOBHS  OTmycka:
«Ornyckalor N0 PCLesTyY,  (IpEAYNpEANTCAEIibIE
Haunuck: «CTepuisioy, «XpaHUTL B HEAOCTYHHOM IS
aAered MecTen, «Hencnonn3oBaHHOE COIEPWHMOE LITPULIA
YHHHTOKHTE! «BHHUMATENBHO IIpoYHTaATE

[lepeusnan  ynakoska  ReKapcmeewxozo
npenapama. |

Ha a3THkeTxe wWnNpMua YKalaHO: TOprosoe
HaUMEHOBAHKWC Npenapara, Mcx(:r,yﬁapo:muc
HETIETCHTOBAIHOC HAMMCHOBAaHME TpCnapara,
axTHBHOCTE aHTH-Xa ME/obueM npenapata B
M, JCKAPCTBCHHAA (hopMa, HOMCP CEPHH,
CPOK I'OIHOCTH. |

Bmopuunas — ynakoeka — 3ekapemeenHozo
nperapama. ‘

Ha navke xapTOHHON yKa3aHO! 11aUMEHOBAHHC
NPCANPUSTHA-HICOTOBHTENY, CrO  JIOFOTHIL
opunHYeckuit mapec; aapec, Teaedau, dakc
[POM3BOACTRCHHOR  [UIOHUAIKH,  TOProsoc
HUHMCHOBAHHC DpENapara, MEKIYHAPOIHOE
HENATEHTORAHHOE HAHMEHOBAHME 1IpEMApaTa,
nexapcTeennas (opMa, aKTMEHOCTE AHTH-Xa
ME/oGsem npenapata B mil, COCTas Ha OMMH
wnpuy, ofvem npenapata 8 WNpHUC,
KOJITHYCCTBO umpuu:u B )’llaﬂUBKC, !}'C.'IOBHSI

NpUIAracMyIo  HMHCTPYKLHIO — ueped  npi 1HEM
1PENApETay, HOMEP CEPHH, CPOK MORHOCTH: «l OICH oW,
WTPHX-KO, HOMEP PCTHCTPALMONHOLO YAOCTOBEPCHMS,
JIATY PErkCTPALHH,

xp 4, yenosus oTnycxa: «OTnyckair no
PelenTy», MPCIyHPCIXTEILHBIE — HALTHCH:
«CTeprabHO», «XPAHKTh B HEJOCTYIIHOM ATH
aered MeCTeR, «lencnonnsosannoe
COACPHHMOC MWITNpHIE YHHYTOKUTE!»,
«BHMMATELIO  TIpouwTaliTe  TpUnaraemyio
HHCTDYKLHIO nepei OPHMEHEHHEM
fpenapata», HOMED CEPHM, CPOK [OAHOCTH:
«logen  aow, ITPUX-KOJ, = HOMep
PeruCTPAUHOHHOTO  YAOCTOBEPEHHs, Jara
perrcrpaury, koa DataMatrix.

Yenosus xpaHenus

B 34mMIIENHOM OT CBETE MECTE APH TEMIICPaType He
Bbitne 25 °C.

Cootsercreyer

Yenosus
TPAHCNOPTHPORKH

B coorsercraun ¢ 'OCT 17768-90.

CoormercTByeT

e

3akmiovense: ynosnetsopser Tpebopanuam JIN1-005855-161019.
Tpenapat BbinyWEH B COQTRETCIBUH CO creundukaused 1 [pasuaamy Hagnexalei IPOU3BOACTBEHHOH TIPAKTHKH.

Hawanpsnk OKK - 7

PoxHukosa O.H,




LD YR OT RO
ARUBOHEPHOE OGHIECTBO

MeapsnerETes"

PAIPENIEHUWE HA BbIITVCK M BBO/ B IPAMIAHCKHI OBOPOT Ne 155

HaumenoBanue JCRAPCTBEHHOIO Mpenapara:

Hanvren (MHH ~ [larenapyy HaTpua) pacTBop 418 Nogkoxkioro eeedenns 2500 antu-Xa ME/0,2
M (npun) X 10 (nadka kapronnas)
Cepus Toaen 10 PriHox Koanuectso
271220 11.2022 RU 494] yn.

Perucrpanuonnoe yiocrosepenne: JITI-005855 or 16.10.2019
Hopwarasuas goxyvenvauus: JIII-005855-161019

[Macnopt: 155 or 14.01.2021

Cepusi  fexapcTBCHHOrO npenapara ObUld NPOM3ECJEHA M TPOBEPCHA B COOTBOTCTBHM C
AMUEH3MeA Ha POM3BOACTBO [I€KAPCTBEHHBIX CPeACTB, TPeGOBAHUAMH PErHCTPRLUMOHHOTO J0ChE,
Tpebosanuamu [lpasun Haanewaweli npowssoncreendol npaxtuku (yTeepaaens |lpukazom
MHHHKCTEPCTRB2 NPOMBILIIEHHOCTH H Toprosiu P® ot 14 wrona 2013 r. Ne 916), a Takke uHbIMH
TpeGoBatmuaMM, YCTAHOBISHHBIMH HOPMATHRHEIMU 1PABOBBIMK akTamu Poccufickol enepaun.

Yuoanuomoyensoe JANO:

14.01.2021 Posuuropa O.H.
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MUHHCTEPCTBO 3/{PABOOXPAHEHUS
POCCHIICKOT QF TEPATIHH

PerncrpaunonHoe yiocroBepenue
= JI&K&]ICTBEHHOI‘(} NpenapaTa 1d MeIHHHHCKOTO IIpI/IMEHBHHﬂ

JII-005855
( nomep PETHCTPALHOHHOTO ynecroaepeﬂua JleKachBEHHOI‘O npenapara)

mlauem,l(a) PETHCTPALUHOHHOTO yJIOCTOBe]JCHHﬂ
ﬂekapcmenunro npenaparta

ﬂam-mcynapcraennou perncTqum 16.10.2019
nenapc’rnemmm npenapara

oK feHCTBHS perucTpa HOHHOT = ‘
Cp % P = R €O CpOKOM JAeHCTBHA 5 neT
| YAOCTOBEpeHHS TeKAPCTBEHHOr0 Ipenapara =

JdaTa BHeCCHHS H3MEHEHHH B PErHCTPALHOHHOE |
YI0CTOBCPEHHE IEKAPCTBEHHOIO Npenapara :

. BBIIAHO BMEPBBIC -
(aaTa 3aMeHbI PErHCTPALHOHHOTO :

yaocrosepeﬂna JeKapCTBEHHOrO Hpenapara)

Hudopmaiuis o Mperncrpupoaaaaou AEKAPCTBEHHOM npenapare:
iToproroe HanMeHOBaHHKe :

HansTen

‘Memnynzpoanoe nenarenrosmnoe, HITH
‘ Hantenapuu Hatpus

PACTBOp /U1 IOJKOKHOTO BEEACHHS

2500 anti-Xa ME/0.2 ma, 5000 anti-Xa ME/0.2 mn

500’5000 antu-Xa ME, BciomorarensHele BelecTsa (Ha’B)E pHI.
_xsmpncm‘sonope _nas kncriora 0.1 M pacteop unu Hatpus rugpoxcuna 0.1 M pacmcgm?aon

. MHDBEKLIMA)

; (Dupua BLITYCKA (JieKapCcTBeHHas (opma, Lpac:ﬂccap IS TIOAKOKHOIO Bseneuna;zSOO
- /A03HPOBKA, NEPBHYHAN YNAKOBKA, KoH4ecTBo  ME/0.2 mi, 5000 antu-Xa ME/O 2mn

JIeKapcTBeHHOH GOPMBI B IepBHYHOM (uaqxa KapToHHas)

. YMAKOBKe, KONHYECTBO EPBHYHON YNAKOBKH B

NOTPedHTENLCKOH YIAKOBKeE, KOMIIIEKTHOCTD)

Ee_r_cnmmu HOPMATHBHOH 1OKYMeHTAlMH JITT-005855-161019
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