ITporoxou Ne 3 110 oGbsBiaennio Nel7
00 wrorax Temiepa 110 3aKkyly meuimncekux usjeimit KI'TT «Kocranaiickuii 061acrioi LCHTP 110
upoduiakruke v 6opnde co ClIHT» Y3AKO.

. Kocranaii | nrons 2023 1.

Tenyiepriast KoMUCCHs B CIIE/IOIEM COCTABE:

Mepbiptsa M.B. -~ w0, 3amMccTuTels 1MABHONO  Bpaua, [PC/CC/@Tei TCHJICPHON KOMUCCUU;
Xaibyumna BB, -~ w0, 3aBC/ylONICI0  JIMAIHOCTHYCCKOMN 1aboparTopun, WICH TCHCPHOM
komucenn; Bopotikosa A ]I — Oyxrasrep, cekperaph TCHICPHON KOMHCCHH.

Yirent renjiepnolt komucenn:  XKapacaes Pycnan  XKymaGekosny OTCYTCTBYCT Ha OCHOBaHWH
npukaza Nel16-J1 or 15.06.2023 «O HPCJLOCTABIICIIMM TPYLOBOI'O OTIIYCKAY.

3acejlanme TeH)ICPHON KOMUCCHH COCTOMTCS Ha OCHOBAIINK nynkra 130-14. naparpada 1, rinaset 9-1
Hocranossicnne Hpasnreisersa Pecty6inmkn Kazaxcran or 4 wonst 2021 roja Ne 375 (3aceanme
TCHJICPUIOH KOMMCCHU 1IPOBOJINTCS 1P YCIIOBUM YHaCTHsi 11C MEHCE JIBYX TPETCH OT 0BIICro qucia.
Periicrine 1eigicpiiolt KOMHCCHH 1IPUHHMACTCS OTKPBITHIM 1'OJIOCOBAIIMCM M CHHTACTCS HPHHSTDBIM,
CCJIM 33 HCIO 10JIANO 1IPOCTOC GOJIBIIMHCTEO IOJIOCOB OT OBIICH YHCHCHHOCTH YHaCTBYIOIMX
HiicHor komucenn. Bciydac papcHCTBa IOJIOCOB, IPHUSTBIM CYMTACTCS pEICHVC, 3a KOTOpOC
ITPOTOJIOCOBAIL M HIPCIICC/IATCIIL TCHJICPHOW KOMHCCUM, a IIPU CI'O OTCYTCTBUM — 3aMCCTHTCIb
HPCHICC)IQTCIIs TCIYICPHO T KOMUCCHI.)

3aKa34MKOM W3MCIICHMS M JIOTIONHCHUS B TCH)ICPUYIO JIOKYMCHTAIMIO 1C BHOCHIMUCE.

B 11porie)lype BCKpLITHS KOHBCPTOB ¢ TCHICPIBLIME 3asBKAMH 1iC HPUCYTCTBOBAJIM 1IPC/(CTABUTCIM
HOTCHIMANBLHBIX HOCTABIIMKOB,

3ameualui, 1PCTCH3NH, 1IPE/UIOKEHHH 110 BCICHHIO HPOLIC/IYPbI  BCKPBITHS  KOHBCPTOB Y
HPUCYTCTBYIOIIUX HC OBIIO.

Hanmenonanue, nena 3a ejumnmiy H CYMM2 3aKyIACMBIX MC/IMIUTICKUX H3/ICHA 110 JIoTaM:

No Haunmenosanue KoJr- Cymma, renre
ajoral L BO |
I Tecr-cucrema  uvmynodepmenTiias Ul OUPE/ICHCHUS  AHTATCH K

Treponema pallidum, B ceiBoporke wim 1asme kposu ueioseka B S 507000

_[kopobke ta 96 oupejienenuii

2 leer-cucrema ummynodepmenTIas Julst OLPC/CIICHAS aAHTHICH K BUPYCY|
reuarura C B CLIBOPOTKC MIIM  1UI@3MC  KPOBM  ucjioBcka Ha 96| 3 648000
_joupesiereimid S - :
3 l'ecr-cucrema nmmynodepMeHTHAS JUIs ONIPC/CIICHIS AIITUTCH K BUPYCY

uMmynojicuira veioseka 1 rina (BUY-1, BUU-1 rpyrmis O)nu 2
ruia (BUY-2), 5 ceisoporke wmim masmMe kpoBu wenoneka na 480
olpe)CIcHmii

10 3120000

Tenjiepnyro 3a8BKY Ha YYACTHEC B TCH/ICPE LPEC/ICTABIIIN CJICAYIOMMC HOCTABINKH:
No HanmenoBanue nocrapmuxa, ajipec Jlara v Bpems

HOJAYH 3aAHBKN

1 I()()i«ldbl\/[calccl{»f vlr"./\cl'ana, Kuioit Maccurlllyﬁap, Y1 Komrciri(m»'7772”64.06.,2*()72517:(;1’175“
barwip, jiom 5. BUI 200240024719 13 gacor 12 Munyr

Hpejuioxkenubie MOTCHINAIBLHLIME HOCTABIIMKAME NCHOBHIC UPC/UIOKEHUS H COHOCTABJICHHS
TCIVICPIIBIX 3asiBOK:

3aspiienn
Koor- ast 001mas
Ko Obmas BO IHanmenosan
No cymMmma
Haunmenosanmne UMH - cymMma 110 | 110)(aH He
Jora . | ocrapum
BO Jlory HBIH 110CTaBIIMKA
Ka 110
3a31BOK
_ e _— ory |
Habop pearciiros upejmasnayen juist in TOO
1 VItro BLIABICHWS CYMMapHLIX autures x | 5 507000 ] 502000 [ abMedT
[reponema pallidum B chBoporke " R ¢ Hd ¢ 9(’_



IUIA3MC  KPOBHM  UCJIOBCKA  MCTOJIOM |
UMMYHOPCPMCHTHOIO anajmsa.
Kosmdeerso nnkyGanmit: - neppas - 30
mut, 370C. - sropas - 60 mun, 370C . -
rperbs - 30 wmwmn, 370C . Jlsa
HPOMBIBOYHbBIX — OTalla, Kamibli  orau
COCTOMT M3 5 1IPOMBIBOK ¥ MCUOJIB3YCT
110 500 MK HIPOMBIBOYHON KHJIKOCTH.
Jlnarnocruyeckas ayscTBUTCILHOCTS
ne menee 100.0%, a pesynnTupyromas
cucnuduInocts - >99.95%. Ofbem
pazbasureis juist obpasna He Gonee 50
MKJ1, 00BEM obpasiia - 1e 6osiee 50 MKt
Jlannbic  BHyTpCHICIO  KOHTPONS -
Cpejuice  3HAYCHHC  OTPULIATCIBLIIOTO
korrrpoust OI(K-) -j0ipxi0 GbIThL MeHCE
0.15. - 3HAaYCHHC  OUTHYCCKOM
[IIOTHOCTH HOJIOKUTCIBLHOIO KOUTPOJIS
OlLI(Kt)  noioxkna  OuITh  Gontbine
suauenus  ONI(K-) na 0.8, Umecres
IBCTHAS  MIYIMKATOPHAS. cUcrema  Juis
KOLITPOJIE  BCCX  DTALOB  HOCTAIIOBKN
peaKinu W Ui KOHTposs JlobasiicHus
_Obpasua (SAM). Perucrpais s PK
Habop pearenros npejmasnaucu juist in
VIO BLIABJICHMS  AHTHUTCH K BUPYCY
reuarura C B CHIBOPOTKC U 1U1a3MC
KpoBH ueoBeKa MCTOJIOM
umMynopepmenrrioro anamsa CKKK.
Cocras wabopa: 1. llanmer ¢ 96
JIYHKaMH,  LOKPBITHIC — OYUILCHHBIMH
agrurciamu BI'C | wnw 5 muanuietos;
2. Pasbaswurcin ofpasig, cojepxkaninii
Oenkm, noyryucnunic or KPC, 0.05%
bpoimwioke® w 0.1% narpuesyio colb
A30TOBOJIOPOJIHOM KHCIOTHL B Ka4CCTBC
koncepsanTos. Oosém: 20 Mu mum 100
mi Oydepa; 3. Orpunarcnbhias
KOHTpOJIbHAs upoba. Oxun  duakon
cojecpxur 0,8 min nopmannnoit
CIHOBCYCCKON ChIBOPOTKH,
pacrzopeunoit B OydeproM pacrsope
Obruncro  Oeska.  Cojepxur  0.05%
Bponmioke® B kauccTBe KoHcCpRauTa; TOO

4. llonoxurelbuas xonrpossnas 1poda | 3 648000 1 645000 | «l.abMedTce
afrurella x pupycy reuarwra. Oyun hy
(uiaxon COJICPKUT 0,6 MUl
WHAK TUBHPOBAITON YCHOBCHCCKOM
CLIBOPOTKY, Koropast COJICPIKUT
atrryresia ko BI'C,  pacrsopenuoit B
Oydepriom pacrsope Oblubero 6eirka,
Coucpxur  0.05%  bpoumoke® 8
Kauccrse koncepsanra; 5. PazGasureln
Komntorara cojiepxur 20 mMin Oydiepa,
COCTOSIIICIO M3 1ICOPIrAHUYCCKUX COJICH
1 Obranero 6esika ¢ 0,05% Bronidox® s
KauccrBe  Konceppanrta, 1 w3
Guakona; 6. Kowblorar — cojepxur
CYOJIMMUPORAHTLIC LICPOKCHIA30~
MCUCHHLIC MBIIHHHLIC MOHOKJIOHAILHBIC
anrvrelia K lgGowenoseka B Obiubeit
Beikoroit octione, 1 win 3 duiakona; 7.
Pasbasures,  cyberpara,  Hecnerias
KUJKOCTL, | durakon 110 35 wur; 8.
Kouuerrpar cyGerpara, 1 uaxon 1o

h»




35 m; 9. Hpombisounas xKujkocts |
Gburaxon wiu 2 guakona 1o 125 mir.
Onobpen k upumenicrio J[Mpexrnroi
Espotictickoro Coroza In-vitro
Jmarnocrukn (IVD). Jlnarnocrnyccxas
HYBCTBHUTEILIOCTS - He Menee 100.0%,
a PC3yJibTUPYIOINas clCMpUInocTs He
mence 99.91%. OObem juamoerra Juis
obpasnia ne Gosice 180 MK, 06LEM
obpasia ne Gosee 20 M. 1locranoska
anajimza 6¢3 UPCHBAPUTCIILHON
HPOMBIBKM JIYHOK. JIBa 11pOMBIBOYIIBIX
orala, Kax/hi# 1o 5 1pOoMbIBOK.
Kaxiasi IpoOMbIBKa C HCIIONB30BAHICM
500 MKJI  IPOMBIBOYHON  KHJIKOCTH.
Koimuccrro unkybaimii: - ueppas - 1
uac, 370C. - gropass 30 mun, 370C . -
TPCTH 30 mun, 370C . Jlanusic
BUYTPCHHCI'O  KOHTPOJIA: Cpernce
3HAYCHNUC OTPUIATEITRHOIO  KOHTPOIs
Ol(K-) -poixio Gwite Menee 0.25.
3HaYCHHC  ONTHYCCKOM  IIOTHOCTH
HOJIOKNTCHLHOTO  Konrpoust  OII(K+)
Jlipkna ours Goubine snauctus O1I(K-
) na 0.8 Ilsernas  Wijmkarophas
CHCTCMA JUIs KOHTPOJST BCCX  DTALOB
| LHOCTAlIOBKI peakinmn
Habop peareirros npejmasnaucn juust in
VItro  BBISBJICHUS aHTATCH K BUPYCY
ummynoneduimra  ueioseka | ruia
(BUY-1, BUY-1 1pyuust O) u 2 ruia
(BMY-2) B chisopotke ¥ 11a3me Kposu
UCIoBCKa MCTOJIOM
UMMYHO(CPMCHTHOTO aHan3a.
Hcuonssyrorest cunrernucekuit e
(BUY-O) u pckombunanTibie Geliku
BHUY-1 u BUY -2 ENV, 1 BUY-1 GAG
arrrurct.  O00peH K UpUMCHEHMIO
Jlupexrusoit Espouciickoro Corosa In-

vitro JIMAITOCTHK K (IVD).
Jlnarnocrutockas 4yBCTBHTCILHOCT, -- TOO

3 ne meuee 100.0%, a pesyinrupyionias 10 3120000 | 3110000 | «l.abMedTec
cucuuuugocts He menee  99.91%. - ! hy

OGbem  juunocra juis  o0pasna e
Gouice 50 mxli, 06BEM 00pasiia ne Goee
50 mri. Kosmdeerso unkyGanmit: -
uepsast - 30 mun, 370C. - Bropas - 30
mun, 370C . - tpernst - 30 mun, 370C.
Jlannnic BHYTPCHHCI'0 KOHTPOJIS:
Cpejmiee  3HaYCHUC  OTPUIATEIBHOIO
korrrpolist O1I(K-) -noikno 6nith merce
0.3. 3uaucHue oirrMucekol wioTHoOCTH
HOJIOKHTCHBIOYO — KouTpoyst  OII(K+)
JoJpKHa Obrh Dolibine 3uadeims OlI(K-
) na 0.8. [{scruas  wmmxaropuas
CHUCTCMA JUIA KOHTPOJIS BCECX DTAIIOB
1I0CTAHOBKN PCAKIMH.

tpt  uousejictun uroros  reimjicpa TCHjiepHas  KOMHCCMS PYKOBOJICTBOBAJACE
Hocranosjiciiem  Hpasuressersa  PecnyGimkn  Kaszaxcran  04.06.20211roj1a Ne375 «06
YTBCPHUICHMY LIpasuit opraimsaliui i 1pOBC)ICIiMs 3aKyl1a JIEKAPCTEEHILIX CPC/CTE, MC)IMIUHCKMIX
M3JICHMA 1 CICHMANM3APOBANIIBIX  JICUCGHBIX LPOJlyKTOB B PaMKaX I'dpaHTUPOBAHHOIO O6beMa
OeCIuaTHON MC/IMITMIICKON 1(0MOIIH, JIOUOJHUTCIBHOIO 00HEMa MC)IMIMHCKOI 1IOMOIM IS JIHII,
COJICPIKAIIMXCSA B CJICJICTBCHIILIX  M30JTOPAX M YUPEXKJICHUSX  YIOJOBHO-HUCIIOIHUTCIILION
(CHHTCHIMAPION) CHCTEMDB, 33 cUCT GIOJBKETHRIX CPEJICTE K (Wn) B cHereMe obszaresblioro



CONMAILIIONO MCJIMIMHCKOIO CTPaxoBanvs, (HapMarcBIHICCKUX YeIyr U HPU3HAHUY YTPaTUBIIUMH
CHIly HCKOTOPBIX perichuit Lpaswureisersa Peciybmuku Kazaxcrany janece - IIpaBmia), a raxxke
yrseprgicnnon  Tewieprodt  jlokymenrraimeit KITI  «Kocranaiickuit  o6yacTioi eHrp 1o
podpuitakrike 1 Gopsoe co ClIA]Ty».

ITo pesyanraram onenxn u couocrasienus HPEICTABJCHHLIX TEHICPHBIX 3as(BOK:
Temnepnast komucenst OTKIOBSICT reniepnyio 3asisky y nocrasmuka TOO «l.abMedTech» ua
ocnosannn nojynkra 1) uynkra 130-39 Tuasa 9-1 nacrosuux pasmix (1cipejcrasicms
rapaTuiHoro  00CCHCUCHUST TCHJCPHOM 3asiBKM B COOTBETCTBHH ¢ TpeOOBAMAMI  HACTOSIIMX
I Ipasur). CYMMa  rapantuiioro  o0ccricucHus B pasmepe | (osmn) npolucHra OT CyMMBI,
BBIICJICHIION JUISt 3aKylia MCJIMIMICKKX M3JICIMH 110 JIatioMy Tenjepy, cocrasisicr 42750 (copoxk
JIBCTBICHTM CCMBLCOT 1sTh)ecsr) renre, 00TMBIL a HOTCHIMANBHBIA 1I0CTABIMK HPEOCTABII
arcxioe vopydctine Ne391 or 22.06.2023 na cymmy 42570 (COPOK JIBC TBICSUU 1STLCOT
cempyreestr) renre,00 Tubi.

Temjrepuast KOMucCUs penrmia:

o soram  Nel, Ne2, Ne3 - upumsnarh Temjicp HCCOCTOSBIIMMCS HA OCHOBANNU
nojuynkra 2) uynxkra 130-42 wacrosumux Hpaswi  (oTkioncuue Beex TCHJICPHLIX 3a3BOK
HOTCHITMANLIBIX 1OCTABIIMKOB).

”p()’l'OKOJI 00 urorax TeHJCpa 10 3aKyIy MC)MITMHCKHX U3JICIIMH pasMccTuTh Ha HHTCPHCT-pCCypCe
oprarusaropa 3aKylia.

i)KC]leTLI HC llpI/IBJlCKaJIHCb.
«3A» -2 (ywa) rosoca; «IIPOTUB» - 0 roiocor; «BO3JIEPKAJICS - 0 rosocos.

LIpciieeytareims Ten)epoii KOMUCCHH:
peeen /1ep [Tlesrpipesa M.B.
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Cexperaphb Ten/(epioi KOMACCHH!

Wm Bopornkosa XK. J[.



