PA3PEIIEHHE
Ha BBOJ B IpakaaHCcKu# 060opot B Poccuiickoit Pefepaliviy Cepiu WK NapTHH
npousseneHHoro B Poccuiickoit ®enepanyy mim BBO3UMOro B Poccuiickyio ®enepanuo
MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOTO IpenapaTa
Ne P006-00110-77/01371290 ot 03.09.2024

Beigano  TocymapcTBeHHOMY — GIO/UKETHOMY — YUPEXICHHIO 3/paBOOXPaHEHUs
"Hensburckas o6IacTHas CTaHUMS NEpeTUBaHUA xposu", Poccus, 454141, YensOunckas
06nacTs, r. Yensbusck, yi. Boposckoro, 1. 68, MHH: 7453270008.
(HanMeHOBaHHUe IOPHIMYECKOTrO JIHLA, IopUArdeckuil anpec, UHH)
®DenepanbHas cayxba no Hag3opy B cdepe 3IpaBoOXpaHeHHsT HA OCHOBAHHM
3aKJIIOYEeHHs]  HCIBITATEIBHOIO  IEHTpa  OKCHEPTHU3Bl  KAayecTBa  MEIMUMHCKUX
MMMYHOOHOJIOIAYeCKHX TpemapaToB DefepalibHOrO TOCYJapPCTBEHHOTO GIOMKETHOIO
yupexnaeHus "HayuHbli LEHTp 3KCHEpPTH3Bl CPEICTB MEIMLMHCKOIO IIpUMEHEHHS"
Munucrepctsa 3apaBooxpanenus Poccuiickoit Oenepauun
(HaumeHoOBaHME (eIepanTbHOro rocy JapCTBEHHOTO GIOMPKETHONO YUPEKACHNS)
or 29.08.2024 Ne 950/HIIDCMII pa3spemaer BBOA B rpaskaaHCKuii 0GopoT
(nara) (nomep)
B Poccniickoii ®enepanun MMMYHOGHOI0IHYECKOT0 JIeKAPCTBEHHOTO Npenapara

ViMmyHOIrI06y/ImH YenoBeka IIpOTHB KJIEIEBOro 3HIedbanuTa
’ (ToproBoe HaMMEHOBAHHKE)

VIMMyHOI7I06y/IMH IIPOTUB KJIEHIEBOro HIebanmTa
(MeXTyHapoHOE HeNaTeHTOBAHHOE HAMMeHOBaHHUe (IPYNNUPOBOYHOE MIIH XMMUAYECKOE)
PacTBOp VI BHYTPHMBIIIEYHOTO BBEICHUS 2 MJI - aMITyJsl (10 mT.) - Mayky KapTOHHBIE
(dopma BrIMycKa (¢ yKasaHueM 1eKapCTBEHHOM (opmsl, 103UpOBKH, HACOBKY) ¥ KOJIMYECTBO B YIIAKOBKE)

cepuun 060524 , 00BeM cepuH wiam maprTuu 241 s
(Homep cepum) (XOnU9eCTBO YAKOBOK)
rogeH no 05.2026 ,
(cpok rogHoOCTH)

npousBoacTBa  I'ocynapcTBeHHOro  GIO/DKETHOTO  YYPEXIEHHS 3APABOOXPaHEHHS
"Hensibunckas obnacTHas craHums mepenusanus kposu" (IBY3 "JOCIIK"), Poccus,
Yemsibunckas o6nacts, r. Yensbunck, yi1. Boposckoro, 1. 68, cTp. 1 (Bce cTamuu, BKIKOYas
BBIITYCKAIOLIKI KOHTPOJIb KAYECTBa).

(HauveHOBaHMe W aJIpec POU3BOANTENS (C YKA3AHMEM CTaJMil IPOM3BOICTRA)
Perucrpaunonnoe yrocrosepenne Ne JIIT-003446 ot 04.02.2016.
JAepkaTens perMcTPaUMOHHOIO  YIOCTOBEpEHHSI TocynapcTBeHHOE  OIOMKETHOE
yupexzenne 3nipapooxpaHenus "UensOunckas o6nacTHas CTaHIWMS MepeUBaHus KPOBU"
(I'BY3 "JOCIIK"), Poccus, 454141, UYensbuuckas o ~
yn. Bopogeckoro, x. 68.

(HauMeHOBaHuE, anpec)

3aMEeCTUTENb PYKOBOAUTENS ‘ " e
Pocanpasnanzopa ChitEB _ JIOKYMEHT [TOMIITUCAH  ~&xf, £V 25
\ [} A ITEKTPOHHOM IIOMITHCHIO

[08EpEH B
W 20701 | Cophutpukar 4D2A31B276219F4023 A19E251474DFD4

Bragenen Iapxomenxo Jpmrpnit Beesonogonny
JHelicrautenen ¢ 18.04.2024 no 12.07.2025

noanuce___ VY
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IMoaTeepraenue ynoanomouennoro mmua ['BY3 «HOCIK»
COOTBETCTBHH JEKAPCTBCHHOIO NIpenapara s MEAHIIHCKOro NpUMeHEHHA
TpeGOBaHNAM, YCTAHOBJACHIBIM IPH €ro roCyAapCTBEHHOI perncTpaunn

Ne 6 or 29.07.2024

HMmyHOrI00y/IHH YeJI0BeKa NPOTHE KIeMeBoro Huedarnra
(mopa06oe naumMenoeanue IeKAPCMBEHHO20 npenapama)

HMmmynorsofyaad NpoTHB KienieBoro auedannra

(MedcOyHapoonoe HenamermoganHoe HaumMenosanye)

Jlexapcrennas hopMa, JO3HPOBKA

PacTBOp AN BHYTPHMBILICYHOTO BBEACHHS, 2 M1 (amnyria)

®opma BeIyCcKa

PacTBOp U1 BHYTPUMBILIEYHOrO BBEACHHAS (aMmyJia)
2.0 mn x 10 (magxa KapToHHAS)

Homep cepun 060524
IIponsseaennsplii 06beM cepHn, YIL 241

Jata Bpinycka 22.05.2024 r.
Cpox roanoctu 05.2026

Haumenopanue u agpec
NPOH3BOIUTENISN
(¢ yrxazanneMm craanii NnpoH3BOACTBA)

TocynapcrBenHoe 610IKETHOE YUPCIKICHHE
sapasooxpanenus «UensOunckas o6nacTHas CTallms
nepemusanus kposny (I'BY3 «HOCTIK»),

Poccus, 454141, r. Yenabunck, yi. Boposckoro, 68, cTp.]
-IIpor3BOACTBO rOTOBOH JIEKapCTBEHHOM (HOPMBI
-ITepButnas ynakoBKa

-Broprunas/moTpebHTeNbCKas YIIaKOBKa
-ITpomssonuTeNs (BHITYCKAIOMM KOHTPONIb KAayecTsa)

Jluuensns Ha ocyniecTBIEHHE
NPOU3BOACTBA JIEKAPCTBEHHBIX

Ne 00044-JIC ot 20.11.2020, [Tpunoxenue K JULECHIHH

PerncTpauUoOHNOe YAOCTOBEpeH e

Ne 00044-JIC ot 20.11.2020
CPEACTB
Honep i 1aTa perneTpammonsoro | yyry_ 003446 or 04.02.2016 r.
YRAOCTOBEPEHHS e
Jdara BHeceHHs n3meHeunuli B 07.08.2023

Homep nopMaTHBHOMH JOKYMEHTAUNH

HJT JITT-003446-070823

HanmMeHnoBanue u agpec
IOPUANYECKOT0 JHNA, HA MM
KOTOPOro BhIIaHO PerHcTpanioHHoe
yAoCTOBEepeHHE

TocyzapcTBeHHOE DIOKETHOE YUPECHKACHHE
3npaBooxpanenns «Jenabunckas obnacTHas CTaHIus
nepenusanus kposu» ([BY3 «HOCIIK»), Poccus 454141,
r. Yensbunck, yi. Boposckoro, 1. 68

YnoaHoMoMeHHOE JIHI

HMsanopa Epresus AnexcaniposHa

Homep u nara npukaza Munsjapasa
P® o6 arrecranun ynoanoMo4eHHbIX
JIHI| NPOH3BOAHTENEH
JICKaPCTBEHHBIX CPEACTB A
MEIMIHHCKOro NpHMeHeHMst

Ne 122 o1 01.03.2022 1.

3aknrouyeHne:

HOATBEPXKAAIO, YTO

JICKapCTBEHHBIH I

10 wr. 61 IPOU3BEAEH B COOTBETCTBHH C IPaBHIaM

NpakTHKK ¥ TpeGOBAHMAMY PErHCTPAIIMOHHOIO JOCKE.

E.A. VBaiosa

~ vy ) AT
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Crpannna 1 13 2
INocymapcerenHoe GIOMKETHOE YYPEKASHHE 3APABOOXPAHEHHA
«Yennbunckas o0nacTHAN CTAHUHA NEPLIHBAHUA KPOBID)

AHAJIMTUYECKHUY NACITIOPT M 6

Juuensus Ne 00044-J1C
or 20 uoabps 2020 roza

Mmmyrornolyaus qenoBexa NPOTHB KiieUeBoro suuepanura
pacTsop M BHYTpHMbIeyHOro speaenns 2,0 ma x 10

Cepus _060524
Jara npownssoactea 22.05.2024

B xonuuecree 241 vn.
Cpox roguocts a0 05.26

Kourtpoas seinosnen no HJ{ JITT — 003446 —~ 070823

ACAIMCH

rj:t;.; H:K:g;?:ige Tpebosanus no HJI JIT1-003446-070823 Pe3yisTaThi KOHTPOs
fipospaursiil HaW cherka OnAICCHMPYIOWHHE pacTsop,
GecuBeTHOl MaM ceeTno-kenTol okpacky. B npouecce ) T ”
i Onucauue XpaseHus A0NyCKaeTes HOXBJICHR? Hemxaq'urgnworo Caerea omaccunpyiomail Gectsersui
fenoro  ocanka, [OJHOCTBK)  HCHE3AIOWIEr0  IpH pacTsop
BCTDPSIXMBAHWH fIpenapara. ‘
BhISBAACTCH  NWHHHA  NPEUMITMTALMI
JIODKHB! BHISBAATLECA JIMHHM TNPEUMIMTALME TOABLKO ¢ N
2 | MomnuuuocTs CHIBOPOTKOH, NPELMNATHDPYIOWEH CHIBOPOTOYHBIC DenKy o N EBImOpaTEaR,
e TIPELMIIMTHPYIONIEH  CHIBOPOTOYHBIR
FPABR NonoResn OenKy KPOBH HENOBEKA
Kp
) Ipospaunstif K cnerka onarecuupyoUMi pacTsop ¢
il Bsicaiaie ONTHYECKOi IIIOTHOCTHIO He Gonee 0,05 ol
BecuseTHulii MM CBETNO-REITHIH PACTBOP ¢ ONTUYECKOH
4 Slsmiowe 1o0THOCTHIO He Goaee 0,15 P 0043
5 Mexansreckue BuanuMmsie MCXaHHRCCKUE BRIIOUCHHS JODKHBI BuauMmbie MEXaHUYECKHE BKAKOUCHHSA
BKITIOUEHUR OTCYTCTBOBATH OTCYTCTBYIOT
6 | M3spaexaemuiii obnem He mMenee HOMUBAILHOTO 2,00
7 {pH Oré66m074 7,11
8 | Benox Or10m0 16 % 1L,05 %
9 3nexrpodoperuueckas DOpakims ummyHorsobymna IgG romkHa cOCTaBNATE HE 98.93 %
o s (]
OIHOPOITHOCTH menee 97 % or obuwero Senka
Monexyspusic OTHOCHTENBHOES COACPMAHUE MOHOMEPOB H IHMMEPOB — lr:/é?;t;aae;;:x_uon;:cpm—99,l%.
10 napamerph Eeﬂragzi c9‘:) g/x:%nonnmepos —ue Gonee 5%, $parmenToB parmenTst - 0,8 %.
Tlp.Ne 2598.24 ot 01.07.2024
Jlonxua BBINBASTHCS VHTEHCHBHAs nuHug | BHISBIASTCK  HHTCHCHBHAA  JWHEA
11 | ®paxkunonHnili cocras npeumiataumyd  IgG u He  Gonee  4ETHIPEX | MPEUHNUTALHM Ig G w4
JIOTONHUTEAbHBIX JIMHKH JOTIONHUTEAbHbIC THHUU
12 | Tepmocrabumssocts flpenapar ADMKEH OCTABATECH JKHAKHAM u ne | [lpenapar octanca XHAKMM W HE
00pa30BLIBATH reist oOpazopa reds
13 | Crepuisnocts Jomxer GuiTh CTEPHILHBIM Crepunbisifi Ne 44 ot 24.06.2024
14 | TIuporeHHOCTH Honxen GbTh aNKPOrCHHBIM gg“ﬁg?ﬁ:iﬂ;o 6.2024
15 ANoRasLne JomkeH ObiTh HETOKCHIHLIM Hiscaneituch
TOKCHYHOCTh I1p. Ne 6 ot 24.06.2024
16 | Crabummsaropsi (ramuun) | Ot 15,0 go 30,0 mr/ma ‘ 12’1[;)31\@ 2598.24 ot 01.07.2024
17 AxTHTena K BUpYCY MUHMMaIbHO JOTYCTHMBIC THTPBI AHTHTCH K BUPYCY | 4. <0
KJCIEROro niehanuTa xnewesoro snuedammra 1:80 :
18 gmoﬁ‘;?gszgm" JIo/KEH OTCYTCTBOBATS Otcyrersyer Ne 6 or 11.06.2024
19 fem;ag (; ?{’ﬁ’;} Jlo/KHB! OTCYTCTBOBATH
AdTHTEN2 K BHPYCaM
umMyHoaeduIMTa ) i
20 yenoseka (BUY 1.2 » ApRati: OTCFIOTBORIT
aururex p24 BUY-1) ey =
Tlo | mn syt 2 MI B aMmitysibl OTKPHITOrO HIlK SAKPLITOTO i aﬂkyﬁm‘ T xo%&qu”
THNZ C KONbUOM u3noma w3 crekaa HC-1, HC-2, HC-3, e MOC'?@%%% Ny
. no OCT 64-2-485-85 unu TY 9462-001-53908805-2006, G aﬁﬁggte‘ i 3
21 | Vg wim TY 9462-001-84299122-2010, uam TY 9462-001- ""3 ; e 4
83426370-2012, sMectumocthio 2 Ma w3 wmn | o Fomﬁﬁg»myﬂ B myfftme u3
COOTBETCTBEHHO. rofhpupo! } i BMECTE C
Ha kaxaylo aMnyny HaKIeMBaiOT STAKETKy u3 Gymaru | MHCTpyKuueH no npmuenc;mro B f1auKe
3mxc;x‘qmoﬁLng FQCT 7625-86 unu nucuert no FOCT | u3 kapToHa KopoGe4YHOTO.
kf;« n ’w’ ! I ] K J




Awmanutrueckuii nacropt Ne 6 o1 29.07.2024 r

Crpanyiua 2 u3 2

MCEnuch

e—_—

gz H::r;ﬁ::g:;‘“ TpeSonauus o HJI J1T1-003446-070823 PesynanTaThl KOHTPOASA
18510-87, wnn wmmopraol, win awanormueoi, wnu | Ha BepXuell KphIUIKS NawKit KapToORHONA
camoknelomtylocst  atukerky no P 00001910-6-92. | nakneena 3THKETKA CAMOKACIOMANCA C
JlonyckaeTes HAHOCHTH TEKCT HA amuyist Os1CTPO | KOIOM GS1 DataMatrix.
3akperuisionleiics kpackoif Meroiom rayGOKOH neuatd
HAH ¢ TIOMOMIBIO  MAPKUDYIOWEro  ycrpodcrsa
kannecTpyinoro npuntepa. [o 10 amnys yknagsisaor B
TNOMIOH U3 TOPPHPOBAHHOFO KapTOHa ¥ BMECTE ¢
MHCTDYKUMeH no npumereniio B nauxy no OCT 64-071-
89 u3 kaproHa KOpODOMHOTe MapKu A WM THNA XpOM-
sp3an no FOCT 7933-90 mau w3 kapToHa XpoM-3p3an
makynarypaoro no TY 5453-10-0476654-2006 unu
IMIOPTHOTO, Mill aHANTOTHUHOTO,
Ha BepXHIOIO KPbIUIKY MAUKH KAPTOHHOH HAKNCHBAIOT
3THKETKY camokieioutyiocs ¢ kopom GS1 DataMatrix.
I'pyrionast ¥ TPAHCHIOPTHAS YTIAKOBKA B COOTBETCTBUM C
"OCT 17768-90.
Ha oTMKeTKe WAW HENOCPEICTREHHO HA MOBEPXHOCTH | Ha ITHKETKE YKA3AHO: HAUMCHOBAHMC
AMITYhI B TEKCTE, HAHECCHHOM KPACKOH, YKA3LIBAIOT: | MPOM3BOAUTCHSN B COKPALUCHHOM
HAMMCHOBAHHE  NPOM3BOAMTENS B COKPALICHHOM | BapuaHTe (I'BY3 «HOCTTK»),
sapmanre  (I'BY3  «HOCTIK»), rtoprosuif  3Hax | TOProBeil  3HaK  NPOH3BOAKTENA.
NPOM3BOIATENA, TOPIOBOE HA3BAHME M IPYINIMPOBOYHOE | TOPrOBOE HA3BAHUE W IPYNNIHPOBOHHOE
Ha3BaHWe npermapara, ofseM npenapata B MiL, | Hazsawwe mpenapara, ofvem npenapara
nekaperBernyio dopMy, NPEAYNPEAMTENbHYIO HAAMACH | B M, JekapcreenHas  Qopua,
«Tutp B PTTA He menee 1:80», HOMEp CepuM, Aaty | npeaynpeauTenuhas Haamuch «Tutp B
BBINYCKA, MOAEH N10. PTI'A ue menee 1:80», Homep cepuu.
Ha nayke Ha PYCCKOM A3BIKE YKa3hiBAIOT: HAHMSHOBAHHKE | JlaTa BBITIYCKA, TOACH JO.
v anpec npoussoautens, renedon/paxe, TOprovuit 3nak | Ha nauke Ha pyccKOM 3blke YRA3aHo!
IIPOM3BOIMTENS, TOPrOBOE HA3BAHUC ¥ IPYNNUPOBOYHOC | HAMMEHOBAHHE " azpec
HA3BAHKC Mpenapara, JCKaperBeHHylo (opmy, 00beM | NPOU3BOAWTEN, Teaedon/harc,
fipenaparta B MJ M KONMHMECTBO aMOYJ B YNAKOBKE, | TOProBeill  3HaK  MPOWIBOANTEIIS,
COCTAaR, YCHNOBMA  XPaHEHus, NPEAYNPEAMTENLHBIE | TOPrOBOE HA3BAHMC ¥ TPYNIMMPOBOYHOL
21 | Mapkuposxa nagrcy «Anratesa x BHU-1, BHY-2, k supycy | sHassanue [Openapara, JICKapCTBCHHAs
renarura C ¥ HOBEPXHOCTHLIM aHTUreH BHpyca renatuTa | dopma, obbem npemapara B8 M H
B orcyrersywors, «Turp B PTTA ne mence 1:80», « | KOAHMECTBO amImysl B YNAKOBKE, COCTAs,
Xpanuts B HEAOCTYNHOM  JUIR  JCTEH  MECTe», | YCHOBHA XpaHeHHUs,
«CTepunbHo»,  «ANUPOreHHO», YCIOBMS  OTNYCKA, | NPSAYNIPEAHTENBHBIC HALMHCH
criocob  mpumenenus  (Criocol  npumesenns  — | «Anturena k BUY-1. BUY-2,  supycy
CM.MHCTPYKUHIO), HOMED perucrpaunonsoro | renarura C U NOBEPXHOCTHBIA aHTHICH
YAOCTOBEPEHHUS, HOMED CEPHM, AATY BRIIYCKA, FOACH MO, | BHpyca renarura B OTCYTCTBYIOT.
wrpuxonoi ko, koa GS1 DataMatrix. «Tutp B PTTA wue mence 1:80». «
MapkupoBxa rpynnoBoHl YNAakOBKH ¥ TpaucriopTHoit | XpauuTe B HEJOCTYHOM AAf ACTCH
Tapui B coorserctany ¢ FOCT 14192-96. mecTen, «CTepUIIbHOY, KANWPOTEHHON,
YCNOBUS OTMYyCKa, Cnocol NpaMEHEHH
(Crniocob MPHMEHEHHS -
CM.HHCTPYKUHIO), HOMED
PEruCTPALMOHHOTO  YAOCTOBEPEHHS,
HOMED CEpWH, 1iaTa BbIIYCKa, NOASH A0,
. wTpHx0BoH koA, koa GS1 DataMatrix.
22 | Xpaueune Tlpu Temneparype ot 2 no 8°C. 3amopaxusanue ne | Temneparypa Xpasenus o1 2 10 8°C.
25 JIOITYCKaETCs. v

/ Tlonkos H.B.




