B i §¢apmcram1a@

OAQ "dapucranaapy-YpaBHTA"

450077, Yoa, yn Xynadbcpanna, 28
Lipextop no kauecrsy: Ten ‘paxc (347) 272-35-34, e-mail<lpstromko{@pharmstd.ru>
Houansink OKK: Yenaxc (347) 272-46-14, c-mail<nnmullzyanova@pharmstd ru>

Haumenosanue npenapara no HA

Homep cepum

€020122

Aara npoussoacrea 14.01.2022

é Ananmpulucnm:auun npoBeAeHbl B cooTeeTcTBMM ¢ HA,

Nacnopt Ne 040000298358

Knexcan®, pactaop AnA uHsekumit 4000 aHTu-Xa ME/0,4 mn
Konuuectso npogykumm 8 cepum (r.ynax)

foaen ao 01,2025

@ COIT-BIT-OKK-685 A.2

Crp. l uad

38,756 \‘M PG

HA N N014462/01-200619, uam. Ne1,2,3,4,5

Aara HavmeHoBaHue Tpebosanma HA Pesynerarbl aHanusos/McnbiTaHuii
ananvisa nokasarenei
28.01.2022 Onucanue Npo3paunbid, or GecyserHoro go GneaHo-wenToro Cooraercrayer
usera pacreop MNpospaukbii, GregHo-KeNToro usera
pacrsop
28.01.2022 NoanuHHOCTL Peakumn 0bpasosaHun OCagKa C NPOTaMUHa Noareepxkpaerca
cynedartom: kpemoso-Genvifi ocanox.
Y®-CnexTp: MaHCHMYM NOFAOWEHHA NPK ANHHE Noareepwaaerca
BONHBI 231 HM £ 2 HM,
KauecrsenHan peakuma Ha HaTPUA: NNOTHbIH NoAraepwpaerca
ocagok 6enoro usera
01.02.2022 CeoBogksie cynbdars He Gonee 0,12 % 0,03 %
31.01.2022 [Jpo3paynocTs Npenapat aosxeH BbiAePKUBaTL CpaBHeEHKE CO BhigepUBaEeT CPaBHEHME C 3TANOHOM
i CTAHAAPTHOM Cycnenauedt |
01.02.2022 UserHocts Npenapat A0/KeH BbIAEPKNBATE CPABHEHNKE C BblAePIKHDAET CPaBHEHMHE € ATANOHOM —— = -
3TANOHHbIM PACTBOPOM UBETHOCTH Y4 unu BY4 THETE R
28.01.2022 pH 55-75 7,2 b I o
27.01.2022 Mexanudeckue B cootpeTcTamnn ¢ TpeBOBAHHAMK, YIHTLIBAA Orcyrcreyior
BKMNOUEHHA: BUAUMBIE NpeAentl ONYCTHMOCTH TecTa, M
: YBCTHLbI el
28.01.2022 Mexanuueckue 4acTHY paamepom 2 10 mkm - He Bonee 6000 Ha 3
BKNIOMEHUA: HEBUAUMbIE wnpuy
HaCTHUb!
YaCTHL, pasmepom 2 25 mMKm - He Bonee 600 Ha 4
wnpuy
28.01.2022 OTHOCHTEABHER 1,04-1,08 1,05
. NNOTHOCTD "
28.01.2022 | Wasnexaemblii obbem MutumaneHeii obvem: 2 0,40 mn 0,42 HhAG
MakcrumanbHbid o6vem: s 0,44 mn 0,42 . e e
31.01.2022 BakrepuancHbie He Gonee 100 E3 Ha 1 mn npenapara menee 100 IAL :
3HAOTOKCUHB! et S
| 31.01.2022 CTepUABHOCTL MNpenapar AonweH BbiTh CTRPUABHBIM CrepuasHoif ; s s
28.01.2022 AHOMaNbHaR Mpenapat AonweH BbiTh HETOKCUYHBIM He roxcuser
TOKCHMHOCT g
28.01.2022 WcneiTanme Ha MNpenapar A0NKEH BLIAEPIKUBATE HCNBITaHKE Buigepxusaer O 1 T T
AENPeccOpPHble BEWecTsa
31.01.2022 KonwvectserHoe 3600 - 4400 ME/0,4 mn 4125
onpepeneHue:
3KTUBHOCTL aWTH-Xa
31.01.2022 | Konwuecrsexnoe 800 - 1400 ME/0,4 mn 1179 S
onpepeneHKe: 4
AKTUBHOCTD aHTKH-13 a4 i AN 4 A RN 13
31.01.2022 Konmdecreennoe 3,3-53 35
onpeaenexue: 4 -
COOTHOWEHHE :
AKTHBHOCTEH ML . e =
SHTU-Xa/aHTH-lla S
s e v R




@ COI-BI-OKK-685 A.2

Crp.2n34

NMacnopr N 040000298358

Knexcan®, pactsop ann urwexumil 4000 antH-Xa
ME/0,4 mn

Cepun: C020122

27.01.2022

Ynaxoaka

1 snp ynakoekn

Mo 0,2 mn unu 0,4 mn, uau 0,6 mn, nnu 0,8 mn
PacTBOpa npenapara B CTEKNAHHBIA WNpwy, (Trn )
coorsercTeerHo. Mo 2 uan 3 wnpuua e aucTep.
Mo 1 uau 5 6auctepos (2 wnpuua s 6auctepe) nnu
no 3 6auctepa (3 wnpuua e 6aucrepe) smecte ¢

KHCTPYKUHER NO NPUMEHEHHIO B KAPTOHHYIO NaMKy.

2 BUA YNAKOBKK

Mo 0,2 mn unu 0,4 mn, uau 0,6 mn, unu 0,8 ma
PacTBOpa NPeNapaTta 8 CTEKAAHHLIA Wwnpuy (Tun |}
€ 33WHTHON CUCTEMOR WrALI COOTBETCTBEHHD. Mo 2
wnpuua 8 6nucrep. No 1 wau S 6aucTepos emecte
€ MHCTDYKLMER NO NPUMEHEHHIO B KAPTOHHYIO

Naykry.

Cootsercreyer

0,4 mn pacteopa npenapara b
CTEKNAHHBIA wnpuy {Tun 1). No 3 wnpuua
8 6nucrep. 3 6aucrepa (3 wnpuua 8
6nucTepe) BMecTe ¢ MHCTPYKUMEH No
NPUMEHEHHIO B KAPTOHHYIO NaYKy.




, O COII1-BI1-OKK-685 A .2

Crp.3na4
Nacnopr Ng 040000298358
Knexcan®, pacteop ann vinwexywit 4000 aumv-Xa
ME/0,4 mn
Cepua: C020122
27.01.2022 Mapruposka Ha aTuKeTKe WNPHYa H3 PYCCKOM A3biNe Cooreertcrayer
YKa3blBaloT: TOProBoe HAaMMEHOBaMHMKE NpenapaTa ¢ Ha atukeTie WNpULA Ha PYCCKOM A3bIKE
NPEAYNPeANTENbHONW MAPKUPOBKOA ¢, YKa3aHbl: TOProBoe HAUMEHOB3HKE
MEXAYHAPOAHOR HRNATEHTOBAHHOE Npenapara ¢ NPpeaynpeauTensHOn
HaUMEHOBaHWE, aKTHBHOCTL Npenapara (8 ME MapKUpPOBKOW ®, MeXAyHapoaHOe
AKTUBHOCTH aHTU-Xa) B o6beme npenapara B HENATeHTOBAHHOE HAMMEHOBaHHE,
wnpuue, nexapcreeHHyio Gopmy, norotun AKTHBHOCTL Npenapara (8 ME
Komnanuu Canodu (naTuHckumn Byksamu), Homep AKTMBHOCTH BHTH-Xa) B obveme”
cepuun, roaeH Ao. npenapata s wnpuue, neuapanéu'ﬂaﬂ oL
Aonyckaetca Hanuuue BHyTpeHHero{ux) kona{os) ¢opma, noroTMn Komnakum CaHodn
npoussoauTena w/uau 2D koaa, winau {naTuHCKUMKU ByHBaMK), HOMED cepHy,
rpaduyeckoro(ux) anemeHra(os). rofeM Ao.
Ha 3TukeTke WNpUUA € 3aWHTHOR CHCTEMON wrnbl Ha xaptonnoh nauke gna wnpuuyes Ha
Ha PYCCKOM A3bIke YKa3biBalorT: Toproasoe PYCCHOM A3biKe YKa3aHbI: TOprosoe
HanmeHoBaHWe Npenapara ¢ NpeAynpeauTeNsHON HaWMeHOBaHKE nNpenapara ¢ G
M3pHUPOBHOH ®, memAayHapoaHoe NpeAynpeanTeNnbHON MapKKpPOBKOH ®,
HENaTEHTOBAHHOE HAWMEHOBAHME, aKTHBHOCTD MEXAYHABPOAHOR HENATEHTOBaHHOE '~
npenapara (8 ME aKTHBHOCTH aHTH-Xa) 8 0Bveme HaUMEHOBAHWE, NEKAPCTBEHHAR HOPM3,
Npenapara 8 WNPHUE C J3WHTHOR CHCTEMOR HINL, 8KTHBHOCTL Npenapara (8 ME
NeKapcTBEHHYIO POPMY, NOTOTUN KOMNAHUW BKTUBHOCTH aHTH-XA) B 0Gbeme
Canodu (naturckiummu Gykeamu), Homep cepum, Npenapara B WNpyue, IKBKBANEHTHOE
rogex po. HONHYECTBO AKTMBHOID BEWECTBA B M B
JloNyCKaeTCA Hanuume BHYTpeHHero{wx) koaalos) WINPULE, KOAHHECTBO WNPHUEBS ~
NPOU3IBOAWTENR W/MAK 2D KoAa, u/unu YNaKoBKe, COCTaB, YCAOBMA OTNYCKE, -
rpaduueckoro{ux) snementalos). YCNOBUR XpaHeHUA, « XpaHuTh 82
Ha xapToHHOM nauke AAA WNPUUEB/WNPULES ¢ HEAOCTYNHOM ANk fleTel mecTey,!
JAUMTHON CHCTEMON UINbl HA PYCCKOM A3bIKe «CrepuacHoy, «epen npumeHeHuem
YKa3bI8310T; TOProsoe HAWMEHOBAHWE Npenapata ¢ BHUMATENLHO NPOYUTARTE HHCTEYRUHION,
NpeaynpeaAnuTensHoA MapkupoBKoi ®, « AR NOAKOKHOTO N BHYTPUCOCYAMCTOrO
MEMAYHAPOAHOE HEeNaTeHTORAHHOS (B ToM vuCne, npu remoavanmnie)
HaWMEHOBaHWE, NeKApPCTBEHHYIO GOpMY, BBCACHUAN, uHe BBOAUTL gyt
BKTUBHOCTb Npenapara (8 ME aKTHBHOCTH aHTH-XA) BHYTPUMBILWEYHO», HAUMEHOBAHWE U
8 o6bveme npenapara 8 wnpuue/Wnpuye ¢ CTPaHa I0DHAHNECKOTrO MU H3 UMA i,
33UMKTHOR CKUCTeMOM UrAbl, IKBUBANBHTHOE KOTOPOro BbIAAHO PEFUCTPALHOHHOE
KONWYECTBO AKTHBHOIO BEWLECTRA B Mr 6 YAOCTOBEPEHHE, HAUMEHOBAHHE
wnpuye/WNpULe ¢ 3aWUUTHOR CUCTEMONR WinbI, NpOM3IBOAUTENA, BrO OTOTKN U 3APeC
KONMYECTSO WNPUUEB/WINDULED € 3aWHTHON {unpexc, crpama, ropop), norotun. 1 i
CUCTEMOM UMbl B YNAKOBKE, COCTAB, YCNOBUA KOMNaHKWKH CaHodu (naTuHCKUmMKH
OTNYCKa, YCNOBUA XPAHEKUA, «XPaHUTL B Byxaamu), HoMep cepum, gara #-
HEADCTYNHOM ANR AeTeR mecTey, «CTepUABHON, NPOU3IBOACTBA, FOAEH A0, WITPUX-KOA,
«Mepea NpUMEHEHUEM BHUMBTENBHO NPOYUTaNTE HOMEP PerucTPaLMOHHOr0
MHCTRYKUMION, «ANA NOAKOKHOIO U YAOCTOBEPEHHWA, GaPMaAKOA.
BHYTPHCOCYAUCTOrO (B TOM YUCNe, NPKH AONONAHWUTENLHO HAHECEHA MHBOPMALHA
remoauanuse) seeqeHunr, «He sBoAUTL ANA MOHWUTOPHHIA ABUIKEHUA /™% O'u
BHYTPHMbILLEYHOY, HRHMEHOBAHWE U CTPaHY NEKAPCTBEHHbIX NPENapaTos oT -/
IOPHAKHECKOrO AMUA HA MMA KOTOPOro BLIAIHO NPOH3IBOAUTENA A0 KOHEYHOTO
PEruCTPaLHOHHOR YROCTOBEPEHUE, HAMMEKOBAHMKE notpeburens.
NPOKIBOAWTENR, BTO NOTOTHN U 3APeC (MHABKE, C UenbIo KOHTPONA NEPBOTC BCKPBITUA HA
CTPaHa, ropoa}, NoroTun komnanuu Carodu KapTOHHYIO NAYKY HAKAEeHbI
{naTuHcKUmU ByKkBamu), Homep cepui, AaTy CAMOKNEAWMWECA CTUKEPbI.
NPOWU3BOACTBA, FOAEH AQ, WTPHX-KOA, HOMEp
PEruCTRaLMOHKOrD yAOLTOBEPEH WA, dapmMaxoa. o
Lonyckaerca Hanuune sHyTpeHHero{ux) kopa(os) v
NPOU3BOAKUTENA W rpaduuecHoro(mx) ol
anemeHTa(oe). ol
A0NONHWTeNBHO MOKET BbITb HAHEeCeHa
HHGOPMAUKA ANR MOHHTOPUHIE ABKKEHUA
NeKapcTeeHHbIX NPenapaTos OT NPOMIBOAWTENR A0 ‘ot
KOHEe4HOoro notpeSurens,
C uensio KOHTPONA NEPBOTo BCKPLITUA Ha
KBPTOHHYIO NAUKY ACNYCKIETCA HAKNCHBAHHUE
CaMOKNEAWMXCA CTHKEPOB.
27.01.2022 XpaHenne Npu Temneparype He sbiwe 25 °C. Cooreercreyer 3 oy
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. @ COIM-BII-QKK-685 A.2
Crp.4m3d
Nacnopr Ne 040000298358
Knexcan®, pacteop ann uHsexywis 4000 antu-Xa 23 b
ME/0,4 ma
Cepun: C020122
27.01.2022 | Cpox rogHoCTH 3 ropa. Cootsercrayer
logeH ao 01.01.2025 )
; 3axknoqenve OKK: flexapcTeeHHbii npenapar Knekcan®, pacteop ana uHsexkuwii 4000 aHTH-Xa ME/0,4 mn cepwm C020122 i
cooteercrayer K, N NO14462/01-200619, nam. N21,2,3,4,5 ;
| Bropof 3amectutens
HaYaNbHKKa oTaena Gy O 1i
| KOHTPONA KavecTsa: 40
e ) 5 -

NOANNHHUK INEKTPOHHOO AOKYMEHTE,
NOANWCAHHOTO INEKTPOHHON NOANUCHIO, XPAHUTCA B !
cucreme IAMC dapmeraraapr

CBEAE 3 O CERTABMKATE 31
CepTndukar: 03(5db5200eSaddcadadbar3dssc14234e s
Komy BbigaH: Kosanouyk TaTbAHa Anexceenra 5 - , 1

|

] \ Aeficreutenen: ¢ 19.11.2021 no 19.11.2022 Y,

Aara sbifaum 3aKNI0NEHUA O KauecTse 02.02.2022

BELPRCPRR Wit SO



