HNucTpykuus
110 MeIMIMHCKOMY IPUMEHEHHI0 MEAUIHHCKOI0 U3/1e/Ius

HanmeHoBaHue MeIMUMHCKOTO U3/1eJIHs

[Ipobupku Bakyymublie Beelab® mis nccnenoBanus CHIBOPOTKH  OZHOKPATHOIO
IIPUMEHEHUS C aKTUBATOPOM CBEPTBHIBAHMS U PA3/ICIIUTEIIbHBIM T'€JIEM C KEITOU
KPBILIKON

CocTaB 1 onucaHue MeIUIUHCKOT0 M3/1eJTUs

[Tpobupku BaKyyMHBIE  Pa3IUYHBIX  00BEMOB U3TOTOBJICHBI u3
nosmdTuneHtepedtanara (PET) wmm  crexma, cHaOXEHBI CTOMOPOM U3
OyTHJIKaydyKa U LIBETHOH IJIACTUKOBOM KPBIIIKOW, BBHIOJIHSAIOMIEH POJIb KOJIa B
coorBeTcTBUM ¢ MexayHapoausiMu Crangapramu. BHyTpeHHHME mOnOCTH
npoOupok crepuiibHbl. O0beM npobupok 1w, 2mi, 3mi, 4mit, Smit, 6MiI, 7MI,
8mut, 8,5mi1. Pazmep mpobupok 13x75; 13x100; 16x100.

JJ1s OIHOKPATHOI 0 MPpUMeEeHEeHUs !

IlepeyeHb KOMIVIEKTYIOINUX K METUIIUHCKOMY M3/1€JIHI0

[TpoOupku BakyymHble Beelab® mia mccneqoBaHust CBIBOPOTKH  OJHOKPATHOTO
MPUMEHEHUS C aKTUBATOPOM CBEPTHIBAHMSI U PA3ACIUTEIBLHBIM TEJIEM C JKEIITOM
KpBIKOM o0bemamu 1w, 2mit, 3mut, 4mut, Smut, 6mi1, 7mot, 8mut, 8,5MIT U3 cTekIia
[Ipobupku Bakyymubie Beelab® s nccienoBanust CHIBOPOTKU  OJHOKPATHOIO
NPUMEHEHUSI C aKTUBATOPOM CBEPTHIBAHUS U PA3ACIUTEIBHBIM I'EJIEM C JKEJITOM
KpbITIKOW o0bemamu 1w, 2mi, 3mi, 4mut, Smi, 6mi, 7mi, 8w, 8,5mi u3 [10T
(PET)

HaumenoBanue (0003HaYeHHE) HOPMATHBHOIO JOKYMEHTA, B COOTBETCTBUU
€ KOTOPBIM NPOU3BEAeHO MeauIMHCKoe u3aeane: YZB.ZHE0104-2020.

ObJaacTb NPUMCHCHHUA U HASHAYCHHUEC MCAUIIMHCKOI'O U3CJIUA ¢ YKA3aHHEM
nmoJb30BaTe1id

HpO6I/IpKI/I BAKYYMHBIC IIpCAHA3HAYCHBI [OJIs1 HMCCICAOBAHHA CBIBOPOTKH.
OO0iacTb IMPUMCHCHUS KIIMHUYCCKast na6opaTopHa;I JUarHoCTHKa.

Nudopmanusa mno mepaM  NpeaoCTOPOKHOCTH  (0e30MaCHOCTH) M
OrPAHUYEHHUSAM IPH MCIOJIB30BAHUM MEIHIMHCKOI0 U3/1e/ A

He ucnons3yiite npoOUpKH, €CIU B HUX IPUCYTCTBYIOT IOCTOPOHHUE BEIIECTBA.
He ucnonp3yiite npoOUpKH Mociae UCTEUEHHS CPOKA TOJIHOCTH.

[Tpobupku mpenHa3HayeHbl AJII OJHOKPATHOTO TNPUMEHEHMs, yTUIU3alus B
KOHTeHepax Jisi OMOJIOTUYECKHU OMACHBIX OTXO/IOB.

[Tpu pabote cobmonaiiTe Mepbl 0€30MAaCHOCTH, HE JOMYCKaWTe 3arpsi3HEHUS.
Hcnonp3yiiTe nepUaTky U Apyrue CpeacTBa MHANBUAYAIbHOMN 3aIUTHI.

He nomyckaiite oOpaTHOrO MOTOKa KpPOBH M3 NpoOUpKHM B BeHy. OOpaTHBII
IIOTOK KpPOBHM TNAlMEHTAa MOXET IPUBECTH K HECYaCTHOMY ciy4aro. s



MIPEeIOTBpAICHUST 0OPATHOTO TOTOKA TMAIMEHTY CIEAYeT OMMYCTUTh PYKY BHU3,
poOupKa pacnoioskeHa MpoOKoil BBEpX.

Yka3zanus no UeHTPU(PYrupoBaAHUIO

1. Ilepen nenTpuyrupoBaHUEM KPOBB J0JKHA IIOJTHOCTBIO CIYCTUTHCS.

2. Ilepen muentpudyrupoBanueM yOemuTech, 4UYTO NPOOUPKU HAEIKHO
3aKpeIUIeHbI B iepiKaresie HeHTPUPYTH.

3. UHTeHcuBHOCTh LIEHTpUGYTUpOBaHus sl mpoobupok u3 crexia u u3 PET
(IT9T) cocrasnger 1800 — 2000 g B TeueHuu 8 - 15 MUHYT.

HNudopmanus o cpoke U yCJOBUSIX XPAHEHUS] MeTUITUHCKOTO M3/1eTHUS
Xpanuts npu temrneparype 4-25°C 1 OTHOCUTENBHON BIIAXXHOCTU BO31yXa 10
80% BHaMM OT MCTOYHUKOB TEIJIA, BPEAHBIX WU SIAOBUTHIX BeuiecTB. [lpwu
TPAHCIIOPTUPOBKE HE JOMYCKAaTh MOMAJaHUS MPSMBIX COJIHEYHBIX Jydel u
0CaJIKOB, HE CMEIIMBATH C BPEIHBIMU WJIH SIJIOBUTHIMHU BELIECTBAMU.

Cpok xpaHeHnus 2 roja.

IHITpuxoBoe KOAUPOBaHUE
IIITpux-KOJX CMOTPUTE HA YIIAKOBKE.

JonosHuTeIbHAS HHMOpPMAaIUs, Heo0XoaMMAasT MPH HCHOJIb30BAHHU
METUIMHCKOT0 U3/1e/Hs

1. Beibepure COOTBETCTBYIOIIYI0 NPOOUPKY Mg 3a00pa KpOBU COTJIACHO
MTOKa3aHUSIM.

2. IIpoBepbTe MpoOUpPKY HA MPEIMET MOBPEXKICHUN U 3arPS3HEHHIM.

3. 3akpenwurte Uriy s 3a00pa KpOBU Ha Jiepkarenie. Y 0eauTech, 4TO Uria
HAJIeKHO 3akperuieHa. [lamueHTty ciemyer omycTuTh pyKy BHU3. BwiGepute
y4acTOK JiJisi MMyHKIUM BeHbI. Hamoxkute Kryt m oOpaboTaiiTe y4acTOK KOXKHU
AQHTUCETITUKOM.

4.  CHUMHTE KOJIA4oK ¢ WIJbl. [Ipy BBITOJIHEHWHM TYyHKIIMA BEHBI pyKa
J0JKHA OBITH OIMYIIIEHAa BHU3, a KOJMAYOK MPOOUPKU JOHKEH CMOTPEThH BBEPX.
5. YOemutech, yTO MPOOUPKA B JepKaTesie paclookeHa mo 1neHrpy. Takoe
pacmnosokeHue 00ecreurnBaeT ee TNIOTHOE MpHIEraHne, U MO3BOJIsIeT U30eXaTh
yTpaThl BAKYYMMETPUUYECKOTO JIaBIICHUSI.

6. HagaBuB mpoOupko# Ha UTITy, MPOTKHUTE MEMOpPaHy MPOOKH.

7. Kak TOibKO KpOBb HAYHET MOCTyNaTh B MPOOUPKY, CHUMHUTE KryT. Eciu
00beM KpOBH B MPOOHMPKE MEHbIIE HEOOXOAUMOrO MM KPOBb HE MOCTYIAET B
npoOUpPKy, MNpENIararoTcsi CJleAyIOIIMe MEpbl JJIS YCIEUIHOTO BBIOJHEHUS
POLIETYPHI:

- IPOTOJKHUTE MPOOUPKY BIIepe, 4TOObI 00ECIIeYUTh MPOThIKAHKE TPOOKH;

- YCTAaHOBUTE UTJTy B BEHE B HY>)KHOM IOJI0KEHUU;

- 3aMEHUTE IPOOHUPKY B AeprKaTelie Ha IPYTYIo;



- eclii HOBas TPOOUpPKA TMO-TIPEKHEMY HE HAIOIHACTCS, yIaduTe WIIYy.
[ToBTOpUTE MIpOLIEAYPY C MYyHKTA 1.

8. Ilocme Toro kak mpoOMpKa HAMOJHEHA M TMOCTYIJIEHUE KPOBH
MPEKPaTUIIOCh, YIAJTUTE IPOOUPKY U3 AepHKATEINS.

9. Ilpu HEOOXOAMMOCTH TIOBTOPUTE IYHKT S5-7 [  TOJYyYCHUS
JOTIOJTHUTENBHOTO 00pa3iia KPOBU y OAHOTO MallMeHTa.

10. IlepeBepuute mpoOUpKY 5-6 pa3, a 3aTeM pPacCIOJIOKUTE €€ MPOOKOH
BBEPX.

11. Tlocnme Toro xak mocnemHsisi MPOOWpKA HAMOJIHEHA, W3BIECKUTE WY W3
BEHBI.

12. Tlpunoxxute CTEPUIbHBIN TAMIOH K MECTY MPOKOJAa U CJIETKa MPHKMUTE,
MOKa KPOBb HE OCTAHOBUTCS.

13. Tlocnme mpoBeneHUs MyHKIIMA HAa TIPOOKE MOTYT OCTAThCs CIIEIbl KPOBHU.
[IpumuTe Bce HEOOXOAUMBIE MEPHI MTPEOCTOPOKHOCTH BO M30EkKAHUE KOHTAKTA
C KPOBBIO.

Caenenusi 0 MpoU3BOAMTEIE METUIMHCKOTO U3/1eTUsl
Zhejiang Gongdong Medical Technology Co., Ltd.
No.10 Beiyuan Ave., Huangyan, 318020 Taizhou, Zhejiang, Kuraii

YNo/JHOMO4YEHHBIH  MPEACTABUTE]b  NPOU3BOAUTE/SA, OPraHU3aLMs,
NPUHUMAKIIAA TNpeTeH3uu (MpeasioKeHHWsi) OT MoTpeduTeNeil M
OpPraHmM3anus, OTBETCTBEHHAasl 32 NMOCTPErMCTPALMOHHOE HAOJIIeHHe 3a
0€30MaCHOCTHI0 M0 MEIUIUHCKOMY H3/IeJMI0 HAa Teppuropun PecmyO.uku
Ka3zaxcran

TOO Meaununckas gapmareBTudeckas kommnanus «buomnay

Kazaxcran, r. Anmatet AO5SF4E4, yn. Monroinbckasi, 44.

Ten: +7 (727) 337 76 36, +7 (727) 337 76 39.

post@biola.kz; www.biola.kz

/laHHbIe 0 BBIMYCKEe WJIH TOCJeIHEM IMepecMOTpe HHCTPYKUHMH IO
MeauIMHCKOMY nmpuMeHenuro: 05.11.2020

CUMBOJIBI, UCTIOIB30BaHHbBIE TTPU MAPKUPOBKE:
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- MEIULIMHCKOE U3JCIUE I in Vitro TMarHOCTUKU



MeaunuHaabIK OYibIMIbI MeIUIMHAAA KOJJIAHY KOHIH/IerI
HYCKAYJIbIK

MeauunHAIbIK OYHBIMHBIH aTAYbl

Bip per konnmaeinateiH Beelab® Bakyymasl mpoOupkanap capbl KaKIIaKIIaCkl
Oap capbicy TajjayblHa apHalfaH VIO OCJICeHIIPTilIiMEH >KOHE a)KbIPATKBIII
reJIMEeH

MennuuHaJbIK OYHBIMHBIH KYPAMbl MEH CHIIATTAMACHI
[Monmustunentepedranarran (PET) HeMece 1IbIHBI SWHEKTEH JKacajfaH 9p Typdi
KeJemzeri OyTHIKaydyK >KanKbIIIbIMEH XoHe XalblKapasiblk CraHmgapTrapra
ColKeC KOJ KbI3METIH aTKapaThlH TYPJII-TYCTI IUIACTHK KaKMaKTapMeH
XKaOJBIKTAIFaH BaKyyMJbIK mpoOupkanap. [IpoOupkamapabiy 1MKI KybICTapbl
crepuibal. [Ipobupka kememi 1M, 2mi, 3mi, 4mi, Smi, 6mi, 7mi, 8mi, 8,5Mi.
[Ipobupxkanap enmemi - 13x75; 13x100; 16x100.

Bip per Ko/11aHyFa apHAJIFaH!

MeauuuHaabIK OYHbIMFA )KUBIHTBIKTAYIbLIAP Ti3iMi

Bip per kommansuiaTeid Beelab® Bakyymabl mpoGupkanap capbl KaKMaKIIACKI
Oap cappicy TaiayblHa apHaJIFaH VIO OEJICEHMIPTINIIMEH XOHE aKbIPaTKBIII
renMed keiemaepi 1w, 2mur, 3mot, 4w, Swmot, 6mi, 7mor, 8Mi, 8,5MJ1 TIBIHBI
OMHEKTEH KacallFaH

Bip per kommansuiaThid Beelab® Bakyymabl mpoOupkazap capbl KaKNakKIIachl
Oap cappicy TaijayblHa apHaJIFaH VIO OCJICEHMIPTINIIMEH KOHE aKbIPaTKBIII
resMed kenemaepi 1w, 2mi, 3mur, 4mot, Sma, 6mi, 7mot, 8mi, 8,5mn T19T (PET)
KacaliraH

OcbIraH colikec MeIMUMHAJIBIK 0YHbIM OHAIPIJIreH HOPMATHUBTIK
KY’KATTBIH aTaysbl (0earisienyi): YZB.ZHE0104-2020.

IMaiiganaHnymibIHBI  KOpPCeTe  OTHIPbII  MEIMIUHAJIBIK  OYiBIMHBIH
KOJJIAHBLITY CAJIAChI KOHE TarailbIHAAYbI
Bakyymubik mpoOupkanap capeicy TanaaybiHa apHairaH. KonmmgaHbuty caachl

KIIMHUKAJIBIK 3CPTXaHAJIBIK AMAarHOCTHUKA.

MeauuuHaJAbIK OyibIMABI NaiigajJaHy Ke3iHaeri cakTbIK (Kayimci3aik)
apaJjiapbl MeH HIeKTeyjaep 00ibIHIIA aKnapaT

Erep mpoGupkanapna 6erae 3arrap 6osca, KoagaHOAHbI3.

XKapamapuiblKk Mep3iMi ©TKEHHEH KeWiH MpoOupKaiapabl KoJgaHOaHbI3.
[IpoGupkanap Oip peTTiK mNaiganaHyra, OHOJOTHSUIBIK KaylilTi KaJAbIKTap
KOHTEHHepiepiHe yTHIN3alusIayFa apHaJFaH.

XKymbic ke3iHae Kayilci3aiK mapaiapblH CaKTaHbI3, JJAaCTaHYy/bl OOJABIPMAHbI3.
KonranTsl xkoHe 0acka jKeKke KOpFaHbIC KypajlAapblH KOJIaHbIHbI3.



[IpoOupkaman kepi BeHara KaH arblHBIH OOJIIBIpMaHbI3. [lallMeHTKe KaHHBIH
Kepl arybl eyiMre okeilyl MyMKiH. Kepi aryAblH aiiblH ajly YIIiH MalueHT
KOJJIbI ~ TOMEH  TYCipyl  KepeK; TMpoOMpKa  THIFBIHBIMEH  JKOFaphl
OpHATACTHIPBLUIFaH.

HenTpudyraiayra apHaJIraH HYCKAYJIbIK

1. Hentpudyranayra aeiiH KaH TOJIBIFEIMEH KOIOJaHYbl KEpPEK.

2. llenrpudyranayra neiliH npoOupKanapAblH LEHTpU(Yra YCTATKbIIIBIHIA
MBIKTAIl OEKITIJITEHIHE KO3 YKETKI31HI3.

3. Ilemaer oiinexten >kone PET (IIDT) sxacamran mnpoOupkamap YIiH
neHTpudyranay KapKeIHABUIBIFGL § - 15 munyT iminge 1800 — 2000g Kypaitb.

MeaunuHaiablK OYHBIMHBIH CAaKTay Mep3iMi MeH IIApTTapbl TYpPAaJibl
aKnapar

4-25°C Ttemmepatypaga xoHe 80% -Fa JEMIHTT BUIFQIJIBUIBIKTA, KBLUIY
KO3/IepIHEH, 3USAHIbl HEMece YBITThl 3aTTapAaH ajbiC JKEepJe CAaKTaHBI3.
TaceiManiiay Ke3iHA€ KYH coyjlecl MeH >KaHOBIPABIH TIKEJIEed TYCYIHE KO
OepMeHi3, 3UsH/Ibl HEMECE YBITThI 3aTTAPMEH apaJlaCThIPMAHbI3.

Cakray mep3imi 2 Kbl

HITpuxTik KoaTAY
I Tpux-KOATHI KaiTaMacChbIHAH KapaHbI3.

MenunuHagbIK OYibIMIbI NAaMJATaHy Ke3iHAe KaKeT KOChIMIIA aKNapar

1. KepceTkimrepre colikec KaH ajiy YIIiH THICTI MPOOUPKaHbI TAHAHBI3.

2. [IpoOupKaHbIH 3aKbIMAAIFAHBIH KOHE JaCTaHFAHBIH TEKCEPIHI3.

3. KaH aiy uHeciH YCTaTKbIIIKAa OpHAThIHbI3. IHEHIH MBIKTan OCKITUITEHIHE KO3
KeTki3iHi3. [larmmeHT KoJbIH TeMeH Tycipyli Kepek. BeHa myHKIUsACHIHA
apHasiraH  OeJIKTI TaHJan aublHbI3. bypay calblHBI3 KoHE  OeJIKTI
AHTUCENITUKIICH CYPTIiHI3.

4. MneHiH KaJlMakKIIachlH ajlbIll TacTaHbI3. BeHa MyHKIMSICHIH OpBIHAAY KE31HJIe
KOJ TOMEH TYCIpUIyl THIC, ajl MPOOUPKAHBIH THIFBIHBI JKOFAphl Kapam TYPYbI
THIC.

5. IIpoOupKaHbIH YCTaTKBIIITBIH OpTAaChIHAA TYpFaHbIHA KO3 KETKI3iHi3. by
OpHajacy bIHFAUIBUIBIKTEI KamMTaMachl3 €Telll JKOHE BaKyyM eJIIIEeM/IK
KbICBIMHBIH YKOFAITybIH OOJIIBIPMAa/IbI.

6. [IpoOGupkaHbl HHETE Kapail 0achll, THIFBIHHBIH JKapFaKIIIaChlH TEC1HI3.

7. Ilpobupkara KaH ara 6actaranja Oypayzasl ajibiHbI3. Erep npobupkanarsl KaH
MOJIIIepl Tajan eTUIETIHHEeH a3 0oyica HeMece MmpoOupkara KaH KyWblaMmaca,
COTTI MpOLIeaypa jKacay YIIH KeJecl apanap YChIHbIIAbL:

- TBIFBIHJIBI TECII ATy YILI1H IpOOUpKAHbI aliFa Kapail UTepiHi3;

- NHEH1 BEHaFra KaKeTT1 Kyilre KONbIHbI3;

- YCTaTKBIIITAaFbl MPOOUPKaHbI 0ACKACBIMEH aybICTHIPBIHBI3;



- erep >kaHa mpoOHpKa ol TOJTHIphIMAca, WHeH1 anbiHbI3. [Ipoueaypanst 1-mi
MyHKTTEH OacTan KalTaaaHbI3.

8. Ilpobupka TOJBIN, KaH aFbIMbl TOKTaraH COH IPOOMPKAHbI YCTATKBIIITAH
aJIBIHBI3.

9. Bip manueHTTeH KOChIMIIA KaH YATICIH aly YIIiH 5-7-TapMaKThl KalTaIaHbI3.
10. IIpoOupkansl 5-6 peT ayaapblHbI3, COJaH KEHIH OHBI THIFBIHBIMEH >KOFaphI
KOUBIHBI3.

11. Conrsl mpoOMpKa TOJIFAaHHAH KEWiH, NHEH] BEHAIaH MIBIFAPBIHBI3.

12. Crepuiabai TaMIOHABI TECUITGH JKEpre caliblll, KaH TOKTAaFaHIIA a3JaIl
0aChbIHbI3.

13. TlyHKIMS >KYPTi3T€HHEH KEWIH THIFBbIHAA KaHHBIH 13/1epl Kalybl MYMKIH.
KanmeH xanacmay yiniH 0apJiblK CaKThIK IIapaiapblH KOJIaHBIHBI3.

MeauunHaIbIK OYHBIM/IBI OHAIPYILI TYPabl MIJIIMeET
Zhejiang Gongdong Medical Technology Co., Ltd.
No.10 Beiyuan Ave., Huangyan, 318020 Taizhou, Zhejiang, Keitait

Ka3zakcran PecnmyOumkacbl ayMarbIHAAFbl OHAIPYUIiHIH YOKiJIeTTI OKiIi,
MEIMUUHAIBIK OyibIM OOHBIHIIA TYTHIHYWIbLUIAPAAH IIAFBIMAAPABI
(YChIHBICTAPABI) KAOBUIAAWTBIH KOHE KAYIlCI3AIriH TipkeyaeH KeHiHri
0aKbpLIaYFa KayalThl YHbIM

«buona» meauuHanbIK GpapmareBTuKaIbIK kKoMmmanusichl JKILIC

Kazakcran, Anmatel K. AOSF4E4, Monrombckas k-ci, 44.
Tem: +7 (727) 337 76 36, +7 (727) 337 76 39.
post@biola.kz; www.biola.kz

MeauunHAJIBIK KOJJIAHY KOHIiHAErlT HYCKAYJBIKTBIH COHFbI KalTa
KapaJjraHbl TypaJsbl aepekrep: 05.11.2020x.

TanOanay ke3iHje naiagaHbuIaThIH CUMBOJIAAP:

- 4 Ten 25°C-re neliHr1 TeMIepaTypajia caKkray KaxeT

- BUIFQJIIAH KOPFAy KEPEK
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- in Vitro TMarHOCTUKAChIHA apHAJIFaH METUIIMHAIIBIK OYHBIM
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