r. Cemeit
1. Kommuccus B cocrase:
BAMMYXAMETOBE.C.-3amecTuTes JIMPEKTOpa 1Mo MeAUUMHCKOMN yacTu — [Ipeacenarens komuccuu;
BEI'ETAPOBAXK.T.(rn.akymepka) —3aMeCTUTENb IIPEJICEAATENS] KOMUCCHH;
BJIOBUHAIO.B.—papmarieBT— 4jieH KOMUCCUU;
CTEITAHEHKOT .}O.(topuct)— cekperapb KOMHUCCHUHU.
04 nexabps 2024 rona B 15 wacos 00 munyt no aapecy: PK, o6nacts Abaii, r. Cemeit, yn. XKamakaera, 1. 100A, KI'TI na ITXB «O06nacTHOM nepuHaTaIbHBIN
LEHTp» YIIpaBiieHUs 3paBooxpaHeHust obomactu Aobail, kabuner «KoHdepeHi-3a» mpoussena Npoueaypy pacCMOTPEHUs (BCKPBITUSI) KOHBEPTOB C 3asiBKaMU
Ha yyactue B 3aKkyne «IIpuodpereHue JJjeKapCTBEHHBIX CPeACTB U MEAUIMHCKUX M3AeTHII»:

IIpoTtokoa 00 urorax 3akyna Ne 46

«IIpuodpeTeHne JeKapCTBEHHBIX CPEICTB M MeIMIIUHCKUX U3/1eTuii»
(OBBABJIEHUE Ne 46 ot 26 Hos10ps 2024r.)

«05» nexadps 2024r.
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MesxyHapoTHOE HETTATEHTOBAHHOE
Ha3BaHHE WJIM COCTaB

XapakTepucTHKa Npernapara ¢ yka3aHHeM JI03UPOBKH, KOHIIEHTPALUH 1
JIeKapCTBEHHOH (HOpMBI

ITocraBka

Ennanna
HU3MEpEeHust

Konnuec
TBO

Llena

Cymma,
BBIJICJICHHAS
JUIs 3aKyTIa,
TEHTe

1

Ha6op pearenroB DELFIA Xpress
Free hCG 6Gera Delfia Xpress free
hCGbeta (96 onpemienuit) wis
umeroerocst ananuzaropa DELFIA
Xpress

HaGop npenHa3zHaueH [Uisl KOJIMYESCTBEHHOTO OIpe/ie/IeH sl CBOOOIHOM OeTa-
CyOBEIMHHMIIBI YeJIOBEUECKOro roHaaoTponuHa (cBobonublii 6era-XI'U) B
MAaTEepPUHCKOH CBIBOPOTKE IPH MOMOIIN KIMHUYECKOH PaHIOMHU3UPOBAHHON
ckpunuHrooi cuctembsl 6000 DELFIA® Xpress.HacTosmuii kommiext
HpeHa3HAYuCH VTS HCIIONb30BaHM B OJJHOM U3 yKa3aHHBIX HI)KE KOMOMHALMIA:

B nepBom TpumecTpe GepeMEHHOCTH:

CBoboxnsiii 6eta-XI'd + PAPP-A

Caobonustii 6eta-XI' + PAPP-A + NT (3arbuiouHas moaympo3pavuHOCTh)

Bo BTOpOM TpuMecTpe GepeMEeHHOCTH:

CBobonusiii 6eta-XI'd + ADIT

CBoboxusii 6eta-XI' + ADIT + uE3

Kaxnpiit Ha6op DELFIA Xpress Free hCGB conepixur peareHts! 1ist 96
anaymsoB.Free hCGr.i Calibrators

(Kanu6paropsr cBoboauoro 6era-XI ) 6 mpodupok (6 mpodupok),
muodunusuposannbie, Free hCGr.i Tracer

(PactBop ¢ metkoii st cBoboaHoro 6era-XIU): pacTBop ¢ MeTKo# [u1si anti-Oera-
XI'Y-Eu (20 Mkr/mit) (MBILIMHBIH MOHOKJIOHAIIBHBIH) 3 mipobupku, 0.5 mi (6
mpobupok, 0.5 mi),Free hCGr.i Assay Buffer

(Bydep mst ananuza ceobomuoro 6era-XI'Y) 3 npobupku, 3 mi (6 mpobUpok, 3 M),
Free hCGr.. Pen

(ITnomagka ms ceoboguoro 6era-XI'H): Kaxknas ananmutudeckas miomaaka
COIEPKUT 12 JIyHOK, TOBEPXHOCTh KOTOPBIX MOKPHITa aHTUTEIAMHU K CBOOOTHOMY
6era-XI[Y (MBIILIMHBIA MOHOKJIOHANBHBIN) 8 IT.(OIIT.)

PearenTbl 1)1l CKPUHMHIa JO0JDKHBI OBITH aJanTHPOBaHLI K padore Ha
aBTOMaTH3MpoBaHHOM uMMYyHoaHaau3atope DELFIA Xpress.

Habop pearenroB DELFIA Xpress
PAPP-A DELFIA Xpress PAPP-A kit
(96 ompemieHMiA) I IMEIOIIETOCS
anamm3aropa DELFIA Xpress

Habop npenna3zHaueH ais KoMu4aecTBeHHOH oneHku PAPP-A (acconmupoBaHHBIH C
0OepeMEeHHOCTHIO IPOTEHH A ITa3Mbl) B MATEPHUHCKON CHIBOPOTKE C UCIIOIIE30BAHUEM
CHCTEMBI KIIMHUYECKOTro paHgoMusupoBanHoro ckpuauara 6000 DELFIA® Xpress.
Habop paccuntan Ha HCIONBE30BaHUE B OMHOM M3 KOMOWHAIINI, OMMMCAHHBIX HUXKE,
JUISL CKPUHHHTA B IEPBOM TPHMECTpe OEpPEeMEHHOCTH:

Ilo 3asBKE
3aKa34yMKa B
Teuenue 10

(mecsatp)
KaJIeHIapHBI

X JIHEH, He
no3aHee 20

nexadpst

2024 roga

Hab6op

16

298 370

4773920

Ha6op

16

298 370

4773920




PAPP-A + cBoOouEIi OeTa-XTH

PAPP-A + cBo6onusrif 6eta-XI'Y + NT (3aTbu109HAs TOTYIPO3PAIHOCTD)
.Conep>xut pearenTsl 1 96 anannzoB.PAPP-A Calibrators 6 mpodupox ,(PAPP-A
Kkaiuopartopsr) (6 npobupok), modunmsuposanusie, PAPP-A Tracer: (Merka PAPP-
A):3 npobupxku, 0.5 mi, Merka antu-PAPP-A-Eu (20 Mkr/Mi1) (MOHOKIIOHATBHBIN
MBIIIMHEIH) 6 ipobupok, 0.5 i, PAPP-A Assay Buffer (Bydep s anannza PAPP-
A)3 nipobupku, 3 mi (6 mpobupoxk, 3 mir), PAPP-A Perm:

(ITmoranka PAPP-A):

Kaxnas anamuriyeckast Iomaaka coaepkuT 12 JIyHOK, HOBEPXHOCTh KOTOPBIX
MoKpbITa anTuTenamu K PAPP-A (MOHOKITOHATBHBIIN MBIIINHBIN) 8 mT.(61T)
PeareHTbl 1J1s1 CKpUHUHTA J0JKHBI OBITH A1ANTHPOBAHBI K padoTe Ha
aBTOMATH3HPOBaHHOM HMMYyHoaHaam3atope DELFIA Xpress.

3 8 ¢maxonos (40 mu1) KoHIIeHTpaTta utst npoMbeiBk DELFIA Hab6op 74 419 372 095
Konnentpar s npomeiBkn DELFIA nipescrasiser co6oit 25-kpaTtHyro
KoHIeHTpanuio 3a0ydepennoro (pH 7,8) comeroro pacropa Tris-HCI ¢ Tween 20.
[IpomsiBounsrii kornIeHTpaT DELFIA | B kauectBe koHcepBaHTa comepkut Germall 111.

Wash Concentrate (8*40 mur) XpaHuTh npu Temneparype +2-+8 °C 1o ucredeHus cpoka roIHOCTH, YKa3aHHOTO Ha 5
(960mpeaenmii) st UMEIOMIErocst ITHKETKE (JIaKOHa.
ananmu3atopa DELFIA Xpress PearenTbl /i CKPMHHMHIA JOKHBI ObITH aJaNTHPOBaHbI K padore Ha
aBTOMATH3HPOBaHHOM MMMYHoaHaim3atope DELFIA Xpress.
4 Wunykrop DELFIA npencrasnser co0oii roTOBBIH K HCIIONB30BAHHIO PAaCTBOP C HaGop 75 810 379 050

Triton® X-100, TIHIHHOM, COMSHON KUCIOTOM U Xenaropamu (0 %). KUCTIOTOH U

Fnstykrop (8+30 wn) Delfia Inducer xenaropamu (0,1%). DELFIA Inducer cogepxut 0,2% Triton® X-100. 8 akonoB
AYKTOp o 30 mn

(8x30ml) Az umeiomerocs PearenTbl 111 CKPHHMHIAa [O0JDKHBI ObITh aJanTHPOBaHbI K padore Ha S
ananuzaropa DELFIA Xpress A P A A p p

aBTOMATH3MPOBAaHHOM MMMYHoaHaau3aTope DELFIA Xpress.

NTOI'O BBIAEJIEHHAS CYMMA 10 298 985

2. 3BasBku Ha yvactue B 3akyne «IlpmoOpereHue JieKapCTBEHHBIX CPeJACTB U MEAMUMHCKHUX HU3JeIHii» CrocoO0M 3ampoca LEHOBBIX MPEJIOKEHHM
MIPEJICTAaBUIIM CIEAYIONINE MOTEHIIUAIbHBIE TOCTABIINKH:

Ne HanMeHoOBaHHe MOTEHIHATLHOI0 AJzipec NOTEeHIHATBLHOI0 MOCTABUIMKA Bpemst
n/n MOCTABIIHKA
1 TOO «MEJALIMHCKUAM IIEHTP «JIEKAPb» PK, BKO, r. Ycrp-Kamenoropck, yn. Kabanbait 6atripa, 49 03.12.2024
08:52

3. lleHoBoe mpemIoxKeHHe CIEAYIOIIEro MOTEHIIMATHLHOTO MOCTABIINKA OCTaBJIeHO 0e3 paccMoTpenus, Ha ocHoBaHuu .80 mpuka3za M3 PK ot 7 utons 2023
roga Ne 110«/Ipasuna opeanusayuu u nposedenuss 3aKyna 1eKapcmeeHHblx cpeocms, MeOUYUHCKUX U30enull U CReyuanusupoB8aHHulxX 1e4eOHbiX NPpoOyKmos 6
PAMKAX 2apaHmupo8aHHo2o obvema 6ecniamuou MeOUYUHCKOU NOMOWU, OONOIHUMENTbHO20 00beMad MeOUYUHCKOU NOMOwU O JUY, COOePHCAWUXC 8
CIeOCMBEHHBIX U3OJAMOPAX U YUPEHCOCHUSX Y2OJl08HO-UCNOIHUMENbHOU (NeHUMEeHYUAPHO) cucmemsl, 3a cuem O100NCemublX cpedcme u (Uuau) 8 cucmeme
0053aMenNbH020 COYUANLHO20 MEOUYUHCKO20 cmpaxosanus, gapmayesmuueckux ycaye» (nanee — IIpaBui), T.K. HOTEHIMAIbHBIN MOCTABIIMK MPEIOCTABUII
LIEHOBOE TPeJUI0KEHUE MOCIIe UCTEUECHUSI OKOHYATETILHOTO CpOKa Mpe/icTaBlIeH s 1IeHOBbIX npeioxenuii: HET

4. OcHOBaHHUS OTKJIOHEHHSI LIEHOBBIX MPEII0KEHUH NOTEHIMAIbHBIX ocTaBIMKoB: HET

5. TloTeHumanbHbIe MOCTABIIMKY MPEICTABUIN CIIETYIOLIUE LIEHOBbBIE MPEIT0KESHUS:



Ne  MexayHapoqHOE HEATEHTOBAHHOE HA3BaHUE MM COCTaB Cymma, TOO «MEI[I/I]_[I/IHCKI/IFI IEHTP
Jiota BBIJICTICHHAS JJIs «JIEKAPDb»
3aKymna, TCHIC 1
1 Ha6op pearenroB DELFIA Xpress Free hCG 6era Delfia Xpress free hCGbeta (96 4773920 4772 320
onpeienuit) s umeromerocs ananuzaropa DELFIA Xpress
2 Ha6op pearenroB DELFIA Xpress PAPP-A DELFIA Xpress PAPP-A kit (96 4773920 4772 320
onpeieHuit) s umeronterocs anainuzaropa DELFIA Xpress
3 [MpombiBounbiit koniieaTpat DELFIA Wash Concentrate (8*%40 mun) (96ompeasienuit) s 372 095 371 620
mMerorerocst ananmmuzaropa DELFIA Xpress
4 Muxykrop (8*30 mur) Delfia Inducer (8x30ml) ms umeromerocs ananuzaropa DELFIA 379 050 378 625
Xpress

6. Kommuccus mo pe3ysbrataM OICHKH M COTIOCTaBIICHHSI TeHIEPHBIX 3asBok, PEIIIMJIA:
6.1. Ha ocnoBanuu 11.78 IlpaBuin (B ciyuae, ko20a 6 3akyne cnocobom 3anpoca yYeHo8blX NpeooNCeHull RPUHUMAE y4acmue 00UH NOMeHYUAIbHbII NOCMABUUK, YCHOB0E
npeaﬂoofcel-tue u OOKyMeHWIbl Komopoco npedcmaeﬂeﬁbl 6 coomeencmeuu ¢ NYHKmom 80 HAcmMoAaAuwux Hpaeuﬂ, 3AKA34YUK UU opeaHu3amop 3aKyna npuHumarom pewerue o
NPUSHAHUU MAKO20 NOMEHYUAIbHO20 nocmasiuka nobeoumenem 3a1<yna).

Ne HanmenoBanue modexuresis MecToHAXOKIEHHE TO0eUTeIIst ITpousBoauTE/IL PerucrpamnuonHoe Oo6wasn ueHa
JioTa YAOCTOBEpeHHe nodeauTeJist
1 TOO «<MEJUIIMHCKHWI LIEHTP PK, BKO, r. Ycrb-Kamenoropck, yi. Wallac Oy, Ounnsaans PK-MT-5Ne018981 4772320
«JEKAPb» Kabanbaii 6ateipa, 49

2 TOO «<MEJULIMHCKWUM LIEHTP PK, BKO, r. Ycrp-Kamenoropck, yi1. Wallac Oy, ®unnsaaus PK-MT-5Ne018981 4772320
«JIEKAPb» KabanbOaii 0atsipa, 49

3 TOO «<MEJULIMHCKWU LIEHTP PK, BKO, r. Ycrp-Kamenoropck, yi. Wallac Oy, ®unnsaaus PK-MT-5Ne018981 371620
«JEKAPb» Kaban0aii 6ateipa, 49

4 TOO «<MEJULIMHCKWI LIEHTP PK, BKO, r. Ycrp-KameHnoropck, yi1. Wallac Oy, Ounnsaans PK-MT-5Ne018981 378 625
«JEKAPb» Kaban6aii 6ateipa, 49

6.2. Pa3mecTuTh TaHHBINA IPOTOKOJ HA UHTEPHET — pecypce Pcsemey.kz HanpaButh mobenuTensiM yBeAOMIICHHUS 00 UTOTax 3aKyra.
6.3. IIpu BCKpBITUH KOHBEPTOB MPHUCYTCTBOBAJ IIPEACTaBUTEh NOTeHIIMaNbHOTO nocTapiuka: HET

IpeacenaTeab KOMHCCHH BAUMYXAMETOB E.C.
3amecTuTeb NIPEACEAATENS BEI'ETAPOBA K.T.
YjieHbl KOMUCCHH BJIOBHHA 10.B.
Cexperapb KOMHCCUM CTEITAHEHKO TI'.10.
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