IIporokon Ne26
OCYIECTBIEHHS 3aKyTIOK JIeKAPCTBEHHBIX CPEACTB,
NPOGUIAKTHYECKAX MPENAPATOB, U31CNil MEAUMIIHACKOr0 HASHAYCHHUS H MCIMLIHCKON TEXHUKH, GapMAUEBTUUECKHX YCaYT.
- Opranusarop Msaxkasunk -I' KI na [IXB «lenrpansnas ropogexas Kiaunnyeckas 60abHumay» Y3 r.AamMarter

- .

Kasi GojibHMIa» Y3 1. AJIMaThi, B COOTBETCTBUM rnaBoi 10 ¢ IpaBunamu
OpraHM3alli¥ M IMpPOBEJCHMS 3aKyNa JICKAPCTBEHHBIX CPEACTB, MPOQUIAKTHYECKHX (MMMYHOGHONOIMYECKHX, IMArHOCTHYCCKHX,
Ne3MHGUUMPYIOUINX) NpenapaToB, M3JeNMi MEIHIIMHCKOrO Ha3sHAYCHHs W MEIMLUMHCKOH TeXHHKH, (BapMaleBTHYECKUX yCIyT 1O
OKa3aHMIO TapaHTHPOBAHHOIO 00beMa OeclIaTHOM MEIMUMHCKOH IIOMOLIM H MEJHIMHCKON IIOMOINH B CHCTEME 00N3ATCIBLHOTO
COLMANBHOTO MEMIMHCKOTO CTPAXOBaHUs», YTBEPKACHHOIO 110CTaHOBIeHHeM npaBuTenbetsa PK or 30.10.2009 T'. Ne 1729, mpogén

3aKyI CIIOCOOOM 3a11poca HEHOBLIX IIPETI0KEHHH. B
Koa- ; Lena B

Ne | ,
Haumenopanue TexHn4geckoe onucanue dacoBka Cymma
n.n BO TeHre
Eo.a_\_xbol: AHTH-A  P3roTaBIMBAIOTCH Ha OCHOBE . B
MOHOKJTOHAJILHBIX AHTHUTEN, NnpogyuUupyeMbrx

MbILIMHBIMKM  TUOpHIOMaMH W OpUHAIEKAUIHX K
HMMyHOrJI00y/IMHAM  Klacca M. Belmyckatotca B
KHAKOHR dopme BO durakonax. B kauecTse KoHceppanTa
NPUMEHSIETCS a3U[l HATPUS B KOHEYHOH KOHUEHTpAUUH
0,1%. B ocHOBe pabOTbl peareHTOB JIEKHT peaklius Y1/ Onore
pamMoin - arrIoTHHALWUKY SPHTPOLMTOB Nol0 20 10741 214820
COOTBETCTBYIOWIMMHK  aHTHUTENaMM,  Habnojaembie
HEBOOPYXEeHHBIM  rnasoM. OO6macTb npHMeHeHus:
[Ipenapathl npeaHasHaueHbl U ONpeAeNeHus Tpyin
KpoBW 4enoBeka cucTeMbl ABO B npsMbIx peakuusax
reMarrilOTUHALUMM M [IPUMEHSIOTCS  B3aMEH  UnU
napamienbio ¢ MONUKIOHANbHBIMH  UMMYHHbIMU
cbipopoTkamu. Cpok rogHocTH 2 rona

Honukmorsr Autu-A 10mM1-
Nel0




Llo.MKknoHel AHTH-IB
NelOmna-NetO

=l

|

_5 TR01MKN0H AHTH-B usroranuearotcs Ha ocHose

| MOHOKJIOHQJTEHBIX aHTUTEN, MPOLYUMPYEMBIX

| MBIIHHBIME THOPHAOMaMH M IPMHANEKAILNX K
UMMYyHOTIOGY THHaM Kiacca M. Beinyckaiores g
AKHAKOH opme 80 akoHax. B kauecTse KOHCEpPBaHTa
_ "TIPHMEHSETCS a3U/l HATPUS B KOHEYHON KOBLEHTPALMM:
| 0.1%. B ocHoBe paborsl peareHToB AT peakum
__ NPAMOH arritOTHHAUWH SPHTPOLIUTOB - e i

| COOTBETCTBYIOLIMMH AHTUTENAMH, HAGIOIAEMbIE

i HEBOOPYIKEHHBIM rnazom. O6racTs NPHUMEHEHH:

i Mpenapare! npenHasHayensl 1is onpenenenus rpyin
_ Kkposu venosexa cucrembl ABO B npsvbix peakumsx
i FEMArTMIOTHHAUMY 4 NPUMEHSIFOTCA B3aMeH WU
NapajinensHoO ¢ NOAUKIOHANBHBIMH HMMYHHBIMU
cviBopotkamu. Cpok roanocty 2 rona A

Yn/10mi-
Nel0

20

|
|
|
|

“
|

_. 10741 N”Emwo‘

[lonuknonsr AnTu-AB
 S5Ma-Nel0

._ Honuknon AnTu-AB usroraBnuBarorcs Ha OCHOBE

_ MOHOKAOHATBHBIX AHTHTEN, MPOJYVLMPVEMBIX
MBIUHHBIMKM THOPHAOMAMIA M NPHUHALIEKAIINX K
“UMMYHOraoOynunHam kinacea M. Lonukiod Autu-AB
peNCTaBILeT cO60H CMech MOHOKNOHAN LHBIX aHTH-A
W anTy-B anturen. Beinyckaiores B skuakoii dopwme Bo
(pnaxonax. B kauecTre koncepsanTa npumenserces
A3H] HATPHA B KOHEYHOH KoHLeHTpauuu (,1%. B
OcHOBe PabOThI PeareHTOB JIKHUT Peakiits NPIMOH -
arrlTHHALIAM YPHTPOLUTOR COOTBETCTBYIOUIAMM |
aHTUTENAaMHU, HabNFO1aeMBble HEBOOPYIKEHHBIM [IA30M. .
O6nacte npuMenreHus: [IpenapaTsl npeaHa3HaYeHb!
AJis OTIPEACNICHHUS FPYNN KPOBH YETOBEKA CHCTEMBI
ABO B NpAMBIX peakuusX reMarriioTHHALEY i
MPUMEHAIOTCS B3aMEH WJIH MAPAIUIENbHO C
MOJIHKIOHABHEIMH UMMYHHBIMH ChiBOpOTKamMu. Cpok
TOAHOCTH 2 roga.

Y/Smn-
NelQ

9978

]

379164
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_ Lonuknon antn-D Cynep n3rorosnen na ocHose _ __
; KYZIbTYPanbHOH XKHIOKOCTH. KOHIMUHOHHPOBAHHOH 7 _ ;
_ ; KJETKamMu-npoayueHTamMu auru-D anturen. B kauecrse |
KOHCEPBAHTA NPUMEHAETCA a3U HATPHS B KOHEHHOI
ﬁ koHuenTpaumu 0,1%. O6nacTb NnpyuMeHeHus:
_ | Lonuxnon antu-D Cynep npeanaznaues nas
i BbifiBNEHWA D anTHreHa cucTeMbl pezyc Ha
_ 4 i Uonuknonsl Autu J{ Cynep 7 IpUTpOUMTAX HenoBeka. AnTuTena kiacea IgM ne
_ i SMa-Ne20 BbI3bIBAKOT arrIIOTHHALIMK HEKOTOPBIX 00pPas1os
IPUTPOUUTOB CO C1abOoBbIpaKEHHBIM D aHTHreHOM
(DVI), nosromMy Kposb JOHOPOB, KOTOpas MpH
ncenenosanun Llommmknonom antu-D Cynep Gbinu
onpezaeneHa kak D-otpuuarensHas, Heo6xoaqumMo
; _ JIOTIOTHUTENBHO TECTHPOBRATH € MTOMOLILI anTH-D
peareHToB, cogepxainnx lgG-aHTurena. Cpok
rognocTu 1 roa.

| Utoro ] _ 1261604 |
IocTynuBIIne KOHBEPTH OT MOTEHITUATBHBLIX NOCTABIIUKOB, HAMMEHOBANHE U KpaTKOC OITMCAaHKE NIOTOB U LIEHOBBIC [IPEIJIOKEHHUE MOTEHIIUANBHBIX

Yi/Sma-
Ne2()

20 22640 | 452800

IIOCTaBHIUKOR;
MecTtonaxoxaenune JlaTa M. BPEMs | COOTBETCTBYET IoTennuansuee 4
NOTEHIIHAILHOTO NPEACTABIEHNS | TeXHUYECKOM MOCTaBINUKH
_ MOCTABIIUKA 1IEHOBOTO XAPAKTCPHCTHKE H IIPUCYTCTBOBABIIAX
Hanmenosanue _ [PEAITIOKEHUS COOTBETCTRIE IIPY BCKPBITHSA
Ne ni/n MOTEHIIN AL HBIX KOHBEPTOB
MIOCTaBIIMKOB KBTI (PHUKAIAOHHBIM
TpeOOBaHUSIM.
o Pecniy6iinka Kazaxcran . a HET
TOO «AG Medical 4 >| 05.03.2018 . &
1 r.Ammater,  yiaIlsraunnxoro
Company» 15 9u-45mun
B 79 A -
TOO M PecniyOnuxa Kazaxcran, | 06.03.2018r. Ja HeT
h 2 dpagim r.AnMarel, mnp-1. Abas, 191, 12 4-10MuH \;
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s . = I - s 1 Pey : OIHES I e | |J III ._I - m u . S
. —— i _m Y HIKE s INCTaH —06:032018 T 7 1 HeT
3 ( «| envkan i IerponasinoBek.
| _ - &E 17 u-02mun
_ yh.Masgkosckoro, 95 ‘ :
i LleHoBOEe npensoxKeHue (3a eauHuLy)
== _
| Koa- | TOO «AG
Ne n.n | HammeHoBaHHe TexHuuecKoe XapaKTepUCTUKA dacoBKa 5o Medical TOO TOO
: edica
«Mupanry | «l'ennxar»
Company»
lonuknon AHTH-A M3rOTaBIMBAKICH HA OCHOBE
MOHOKJIOHaILHBIX aAHTHTEN, NPOJIYLIHPYEMbIX
MBILTAHBIMH  THOPHIOMAMM M [IPHHELICHKAIIAX K
umMyHoroGyannam krracca M. Brmyckaiores B
auakoit  Qopme  BO  duiakonax. B kadectse
~“KOHCEPBAHTa PHMEHAETCSA a3kl HATPHUA B KOHETHOH
oot -konueHtpaunu 0,1%. B ocHose paboTei peareHTOB
JIEKUT - caKHUA MpSIMOH arryroTuHatmy | Yn/10mn-
ik Antu-A 10mi- T oo peaitiz P s S ey 20 5750 5910 5800
Nel0 IPUTPOLIUTOB  COOTBETCTBYIOLIMMH  @HTHTEIAMH, Nol0

HabIoMaeMble  HEBOOPYIKEHHbIM rnasom. O0nacThb
npumeHenns: [lpenapartbl * MpeaHasHauYeHbl g
OMIpe/ieNenHs rpyTuT KPOBH Henoseka cucTembl ABO
‘B DPAMBIX  PeaKUMAX ~ TeMarrlloTHHALMH M
NPUMEHAIOTCA  B3aMEH MM  NapalielbHo €
NOJIMKJIOHATBHBIMA ~ HMMYHHBIMHM ~ CbIBODOTKaMH.
Cpoxk roaHocTH 2 roaa )
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Honnknon Antu-B¥wsrorasn HBaKTCA Ha OCHOBE
MOHOKJIOHANBHBIX AHTHTEJL. NPOAYUHPYEMbIX

[o]

Llosmknons
AnTi-B NolOmin-
ol

MEHHHHEBIN T HO DI TOM AN v P HHAUTE KA K
MMytornodyauHam knacca M. Beimycekaiones g
KHAKOH Qopae Bo duiakonax. B Kauecrtae
KOHCCPBAHTA IPUMEHACTCS a311 HATPHS B KOHEYHOI
KonueHTpaunu 0.1%. B ocnose paborel pearenton
JICHCHT Peakuus npamMon arriioTHHALIAK
IPHTPOLMTOB COOTBETCTRY IOLLHMH aHTHTENaMH,
Hab0/1aemMble HEBOOPY KeHHLIM Imazom. O6nacTs
npumenenns: [penaparsi npeiHasnayens! s
OnpeaeieHus Fpyn KposH yeiloseka cuctembol ABO
B MPSMbIX PEAKUMAX FeMArTTHOTHHALIMA M
NPUMEHAIOTCS B3AMEH WITH NApANNeILHO ¢
MOMUKNOHATLHLIMH HMMY HHEIMIH CBIBOPOTKAM I,
Cpok roanocty 2 roaa

Y/ 1 0mn-
Nel0

Llonuknons
AHTH-AB Smn-
NelQ

Honuknon Autu-AB usrorasnueaoTes Ha OCHOBE
MOHOKNOHAIBHBIX aHTHTE!. HPOAYUHUPYEMbBIX
MBILIMHBIMKH THOPHAOMAMH 4 NPHHATEKAIMX K
MMMYHOrI0DyHHam knacca M. [lonuknon AuTu-
AB npeacrasaser coboii cMech MOHOKIOHAIBHBIX
aHTH-A 1 anTu-B anturen. Brinyckarores B kunakoii
(opme po dnakonax. B kauectse koucepsanTa
NPUMEHSETCS a3H/l HATPHA B KOHEUHOH
KoHuentpaunn 0,1%. B ocnose pabotsl pearenton
JICIKHT peaKuua NpAMOMR arrIioTHHALMK
IPUTPOLIUTOB COOTBETCTRY OLLMMH AHTHTEIAMH,
HabmonaemMbie HeBOOPYKeHHLIM razoM. O6aacTh
npumerenns: Ipenaparte! npeaHazHayeHs ans
OnpeaeneHus rpyimn Kpoepu vesopeka cucrems ABO
B NIPSAMBIX PEAKLHAX FeMAaririiOTHHALMH U
MPUMEHAIOTCA B3AMEH MIIM NMaPaiensHo ¢
MOJHKJIOHATEHBIMH HMMYHHBIMH CHIBOPOTKAMM.
Cpok roanocrtu 2 roga.

Yu/5mn-
NelO

20

5750

5910

3800

5750

6030

3800




Llonuknon anru-D & 11ep M3roTOBREH HAa OCHOBE _ _ __

_Av\;r,ﬂ/\_umbvlox XKHUIAKOCTH, ZOIDSE:OI:UOwNIIO:
|8 B

HoTHPO B b
Ka4eCTBE KOHCEPBAHTA MPUMEHSETCA a3na HATPHUA B
KoHeYyHoW KoHieHTpaunn 0,1%. O6aacts

npumeHenus: Llonnknod antu-D Cynep ; _
1PeAHA3HAUECH /Uit BbIsIBIeHUs D aHTUreHa CUCTEMBI _

H-aH - aHrHrei 1o %

Elogaiotons €3yC Ha 3pHTPoLIMTAX YeNoBeKa. AHTHTENA Kilacca yn/Sma- |
f Anru J[ Cynep | P30® MO OPHIDOHIE  mlreay ol 20 12000 12380 13600
Sp-Ne20 1gM He Bbi3bIBAIOT arrJlOTMHAUMY HEKOTOPbIX 220

06pa3LOB 3pPUTPOUHTOB €O CJIabOBbIpAXKEHHBIM D
antureHom (DVI). no3ToMy KpoBb JOHOPOB,
KOTOpas npu uccienosaduu Honukiionom aHtu-D
Cynep 6bln1 onpeaeneHa kak D-otpuuatensHad,
Heo6X0ANMO JOTTOAHUTETLHO TECTHPOBATE C
MOMOLUBI aHTH-D peareHTOB, cojeprKallinx _mQ- |

aHTvTena. Cpok roaHocTH 1 rom. i i

AAEWEHﬁEN,m TopOicKas KIMHIYCCKAA @O.mmvm.:\pﬁmvv M\w H AnMarTEL 110 ﬁmwv\bvﬂmﬂmg PacCMOTPECHUS HECHOBBIX

ﬁ HQA Ha
3as1BOK IIOTEHIMAJNLHbBIX noctasiukos PEIIINII:

1) .o moram Nel-4 3axsmounts gorosop ¢ TOO «AG Medical Company» - (Pectiybnuka Kaszaxcran, r.Amvarsl, yi.ITataunxoro 79 A) Ha
cymmy — 688500 (1I1€CTBCOT BOCEMB/ICCST BOCEMB ThICAY NATHCOT) TeHre () _xr:\

CocTaB KOMHCCHU: b
[Ipeacenarens KomuecHu: | h 2 =
W.o.3aMecTuTeNH THPEKTOPA 110 \d a Kyrreiroxusn E. K.
JleueOHO¥ pabore.
3amecTuTeNb HIpEAce AT/ KOMHCCHH:
Hauanpnux ropuauieckoro otaena ‘ RNXM . Kpemennos B.A.
- w\

YiaeH KOMUCCHH:

Havanrauk otnena I'3 Paum6bexos JK.B.

Cekperapb KOMHCCHH

Byxranrep no ['3 ¢/ Hyproxa H.IIL




