HNucrpykuus
10 MEAUIMHCKOMY MPUMEHEHUI0 MEAUIIMHCKOT0 U3/1eTus

HaumeHoBaHHe MeTMIIMHCKOTO H3/1€eTUs
Cucrema a1 BiIMBaHMA HMHQY3MOHHBIX pacTBOpoB Biosetix® Budget ¢ wurmoii

pasmepom: 19G (1.1x38mm), 20G (0.9x38mm), 21G (0.8x38Mmm), 22G (0.7x38mm),
23G (0.6x38MM), cTepHIIbHASL OJHOKPATHOI'O IPUMEHEHHUS

CocTaB 1 onmHCcaHUe H3AeTus

Cucrema st BnuBaHUS WH(Y3MOHHBIX PACTBOPOB COCTOUT W3: WIJIBI, 3AIUTHOTO
KOJMavka JUisi WIJbI, ajanrtepa JUis WIJbl, WHBEKIMOHHOTO Yy4YacTKa JUIs
JIOTIOJTHUTENBHBIX HUHBEKIMH, TPYOKH, POJUKOBOTO 3aXUMa, PETryIUPYIOIIETO
CKOPOCTh TOTOKA, KamelIbHOW KaMmephl, (HIbTpa KHUAKOCTH, MPOKAIBIBAIOIICTO
YCTPOWCTBA ¢ BCTPOCHHBIM BO3AYIITHBIM KJIAITAHOM W BO3IYIITHBIM (DHIIETPOM.

HaumenoBanue (0003HaYeHHE) HOPMATHUBHOIO JOKYMEHTAa, B COOTBETCTBHHU C
KOTOPBIM npou3sBeaeHno usaenue: JC/QS8.2.4/02

O6nacTh MpUMeHEHHUS W Ha3HAYeHHe MEAUIHHCKOr0 M3JeJIUsl C YKa3aHHeM
M0J1b30BaTeJIs1

Ckopasi MeIMIIMHCKasi MOMOIlb, AKyIIEPCTBO M THHEKOJIOTHUSl, aHECTE3UOJIOTUSl U
PEaHUMATOJIOTUS, TEMATOJIOTUS, OHKOJIOTUS, XUPYPTUsS, CEPACYHO-COCYAUCTAS
XUPYprHus, TEpaAIns U APYyroe.

BnvBanue nH(py3nOHHBIX PACTBOPOB.

Cnocod npumeHeHust

1. 3aKpBITh PONMKOBBIN 3aKUM.

2. BBecTu M1aCTUKOBBI HAKOHEYHUK CUCTEMBI BO (DJIAKOH UM KOHTEHHED.

3. CnaBnuBas KanelbHYI0 KaMepy, 3all0JIHUTh €€ J0 MOJIOBUHBI.

4. OTKpBITh POJIMKOBBINA 32KUM M 3aIIOJHUTH TPYOKY CHCTEMBI, BBIITYCTUB ITY3bIPHKH
BO31yXa.

5. 3aKpbITh POJIMKOBBIN 3a5KHM.

6. BeecTu urity B BeHy MamueHTa.

7. OTperyampoBaTh CKOPOCTh IOTOKA C MOMOIIBIO POJIMKOBOrO 3axuma. 1| mum = 20
kanenb (1kams = 0,05mr).

Pemenne: N063454

Hara pemenus: 19.05.2023

damMunus, UMs, 0TUECTBO (IIPU €0 HAJTMUUM) PYKOBOAUTENS FOCYIapCTBEHHOIO OpraHa (Win
ynosHoMoueHHoe Juio): Kamksimbaesa JI. P.

(KomuTter MequnuHCKOro M (hapMaleBTUIeCKOT0 KOHTPOJIsi MUHHCTEpCTBa 31paBooxpaneHus PecyOauku
Kazaxcran)

Jauusnii mokymeHT corniacHo myHKTY 1 cratem 7 3PK ot 7 staBaps 2003 roga «OO6 3IIEKTPOHHOM TOKYMEHTE
1 3JIEKTPOHHOU IM(POBOI MOANUCH» PaBHO3HAYEH JOKYMEHTY Ha OyMa)>KHOM HOCHUTEJIE



8. OTKpbITh BO3JYIIHBIA KJAMaH TpH TNEpeNuBaHUU U3 (PIIaKOHA WM KECTKOTO
KOHTEWHEpAa. 3aKpbITh BO3AYLIHBIA KJIAalaH NOpU NEPEIMBAHUA W3 MATKOTO
KOHTENHEpA.

IITpuxoBoe KoAUPOBaHUE
[ITpux-KOI CMOTPH Ha yIIaKOBKE.

YcioBusi XxpaHeHUs
XpauuTts nipu Temmneparype ot -5°C g0 +35°C 1 0OTHOCUTENBHOM BIAXKHOCTH BO3/yXa
10 80%.

Cpok roagHocTu
S ner.
He mpumeHsTh 1ociie ncTeueHus: CpoKa rOAHOCTH.

Crepuwiusanus
OTHIICHOKCHU]

OcoOble ykazanus

I[JIH OJHOKPATHOI'O IIPHUMCHCHHAI. He wucnonn3oBaTh Al IICPCIIMBAHUA 110
JaBJICHUECM. Toabko I'paBUTAOWOHHAA I10Ja4a. He HCIIOJBb30BaTb, CCJIM YIIAKOBKa
MOBPEXKJICHA, 3allUTHBIM KOJMa4dok CHAT. Mcmonp3oBaTh cpa3y IOCHE BCKPBITUS
ynakoBku. He kacaThCst UTJIBI. Y HUUTOXKHUTH MOCIE UCTIOJIb30BAHUSI.

CaeneHusi 0 MpoU3BOANTEIE MeIMIMHCKOI0 U3/1e/TUs
Jiangsu Jichun Medical Devices Co., Ltd.
No.98 Baiyang Bridge, Zhenglu Town, Tianning Changzhou 213111 Jiangsu, Kuraii

Y1o1HOMOYeHHBIH NnpeacTaBuTe b MPOU3BOAUTEJIS, OpraHu3anms,
NPUHUMAOIIAA TPeTeH3un (NMpeAJioKeHus1) 0T MoTpeduTe/ieil U OpraHu3anms,
OTBETCTBEHHAsl 32 NMOCTPEruCTPALMOHHOE HA0/I0/IeHHe 32 0e30MACHOCTHI0 IO
MeIUIUHCKOMY U3/1e/HI0 Ha TeppuTtopun Pecny6auku Kazaxcran

TOO Menunuuckas apmareBTUueckas komnanus «buosnay

Kazaxcran, r. Anmatel AOSF4E4, yn. Monromabsckasi, 44.

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

post@biola.kz; www.biola.kz

Pemenne: N063454

Hara pemenus: 19.05.2023

damMunus, UMs, 0TUECTBO (IIPU €0 HAJTMUUM) PYKOBOAUTENS FOCYIapCTBEHHOIO OpraHa (Win
ynosHoMoueHHoe Juio): Kamksimbaesa JI. P.

(KomuTter MequnuHCKOro M (hapMaleBTUIeCKOT0 KOHTPOJIsi MUHHCTEpCTBa 31paBooxpaneHus PecyOauku
Kazaxcran)

Jauusnii mokymeHT corniacHo myHKTY 1 cratem 7 3PK ot 7 staBaps 2003 roga «OO6 3IIEKTPOHHOM TOKYMEHTE
1 3JIEKTPOHHOU IM(POBOI MOANUCH» PaBHO3HAYEH JOKYMEHTY Ha OyMa)>KHOM HOCHUTEJIE



/laHHbIe O TMOCJeAHEM IepecMOTpe MHCTPYKUUHM 10 MEJUIHMHCKOMY
npuMeHeHnI0: XX. XX . XXXXT.

CuMBOJIbI, HCTI0JIb30BAHHBbIE IPH MAPKUPOBKE:

- CTEPWIIN3ALHUS YTHICHOKCUAOM
c E - cootBeTcTBUE upekTuBe EC
XXXX

- JIs1 OTHOKPATHOT'O IPUMCHCHU A

- XpaHuTh npu temreparype ot -5°C no 35°C
- 3alUIIATh OT BJIArU

- 3alIMIaThb OT IPSAMbBIX COJTHCUYHBIX JIy‘-ICﬁ

@
T
N

LOT - mapTus

! \ - JaTa IIporu3BOACTBA

- JaTta CTCpUIn3alinni

STER

g - 1aTa OKOHYaHUA CPpOKa IrOJHOCTHU

Pemenue: N063454

Jara pemenus: 19.05.2023

damMunusi, UMs1, 0TYECTBO (IIPU €T0 HAJIMUUH) PYKOBOAUTENS IOCYIapCTBEHHOIO OpraHa (win
ynonHoMoueHHoe nuno): Kamkeimbaesa JI. P.

(KomuTter MmequnuHCKOro 1 (hapManeBTHIeCKOT0 KOHTPOJIsi MUHHCTEpCTBa 31paBooxpaneHus PecyOauku
Kazaxcran)

HanHbiit tokyMeHT cornacHo myHKTY 1 cratbu 7 3PK ot 7 siHBaps 2003 roga «O0 31eKTPOHHOM JOKYMEHTE
1 3JIEKTPOHHOU IM(POBOI MOANMCH» PaBHO3HAYEH JOKYMEHTY Ha OyMa)>KHOM HOCHUTEJIE

Pemenne: N063454

Hara pemenus: 19.05.2023

damMunus, UMs, 0TUECTBO (IIPU €0 HAJTMUUM) PYKOBOAUTENS FOCYIapCTBEHHOIO OpraHa (Win
ynonHoMmoueHHoe nuno): Kamkeimbaesa JI. P.

(KomuTter MequnuHCKOro M (hapMaleBTUIeCKOT0 KOHTPOJIsi MUHHCTEpCTBa 31paBooxpaneHus PecyOauku
Kazaxcran)

Jannbiii tokyMeHT coryacHo nyHkTy 1 crateu 7 3PK ot 7 suBapst 2003 roga «O0 31€KTPOHHOM TOKYMEHTE
1 3JIEKTPOHHOU IM(POBOI MOANUCH» PaBHO3HAYEH JOKYMEHTY Ha OyMa)>KHOM HOCHUTEJIE



MenunuHabIK OYibIMIBI MeIUIIMHAAA KOJAAHY KOHIH/IeT|
HYCKAYJIbIK

MeauunHaIbIK OYHBIMHBIH aTAYbI

NH}y3usIbIK epiTIHAIIEpAl KYIOFa apHaliFaH CTEPUIIb/Il O1p peT KOJJaHbLIaThIH
Biosetix® Budget xyiieci, xomemi: 19G (1.1x38mm), 20G (0.9x38mm), 21G
(0.8x38mm), 22G (0.7x38mm), 23G (0.6x38MMm) nHECIMEH

ByiibIMHBIH KYpaMbl MEH CHIIATTaMAaChl

WNuby3usiablK epiTiHAIepal KYIOFa apHalfaH JXyile WHEIeH, MHere apHajifaH
KOpFaHBIC KaJMaKIIAChIHAH, HHETe apHaJFaH aJanTeplieH, KOChIMIIA UHBEKIUS
callyFa apHaJiFaH OpbIHHAH, TYTIKTEH, POJUKTI KbICKBIIITAH aFy *bLIAaM/IbIFbIH
PETTEHTIH, TaMIIIBI KaMepachlHaH, CYHBIKTBHIK CY3TICIHEH, aya KJalaHbIMEH aya
CY3riciMeH OIpIKTIPUIreH TECETIH KYPbUIFbIIaH TYPaIbl.

OcbiFan  colikeC MEIUUMHAJIBIK MAKCATTAaFbl OyilbIM  OHAIpLIreH
HOPMATHBTI KY:KaTThIH aTaybl (0earinenyi): JC/QS8.2.4/02

IHajigamaHyIbIHBI KOpPceTe OTHIPBIN MEAUIUHAIBIK 0y bIMHBIH
KOJIIAHBLITY CAJIACHI KOHE TAFAUBIHAATYBI

XKenen MenuuuHANBIK KOMEK, aKyIIEPIIK KOHE TMHEKOJIOTHs, aHEeCTE3UO0IOTUS
JKOHE peaHuMalMs, TeMaTOJIOTUs, OHKOJIOTUSA, XUPYpPIrus, JKYPEK-KaH
TaMBbIpJIapbl XUPYPTHUSCHL, TEPAIUS KIHE T.0.

Nudy3usibik epiTiHaIIepIl KYIO.

Koanany Tacimi

1. POJIMKTIK KBICKBIIITHI 5ka0y.

2. )KylieHIH TNIacTHK YIITHIFbIH KYThIFa HEMECE KOHTEUHEPIe eHI13Yy.

3. Tammiblra apHajqFaH KaMEpaHbl KbICAa OTBHIPHIN, OHBI KAPTHICHIHA JCHIH
TOJITBIPY.

4. PONMKTIK KBICKBIIUTHI alllbIIl, aya KOMIPIIITiH IIbIFapa OTHIPHII, KyHe TYTITH
TOJITBIPY.

5. PONMMKTIK KBICKBIIITHI 5Ka0y.

6. lHeH1 manueHTTiH BeHAChIHA CHT13Y.

7. PONUKTIK KBICKBIII KOMETIMEH aFbIH XKbUIIAMIBIFBIH perrey. 1 mum = 20
tamibl (1 Tamims = 0.05mr).

8. KyTeiiaH HeMece KaTThl KOHTEWHEpACH KYFaH Ke3Je aya KIIalmaHblH amry.
KymMmcak KOHTeMHep/IeH KyHFaH Ke3/ie aya KilanaHblH kaoy.

IITpuXTiK KOATAY
I TpuX-KOABIH KalTamacblHAaH KapaHbI3.

Cakray maprrapsl
-5°C-nen +35°C-re aeitinri Temriepatypana skone 80% ayaHbIH CaTBICTHIPMAITBI
BUTFAJIIBUTBIFBIHIIA CAKTAy KEPEK.



KapamabLibIK Mep3imi
5 KBII.
KapamaplabIK Mep3iM1 ©TKEHHEH KEeiiH KOoJJjaHyFa 00IMan/Ibl.

Crepuiusanusiiiay
OTUIICH TOTBIFBI

AMpbIKIIA HYCKAYJ1ap

bip per xommanyra apHanraH. KeicbiMMeH Kyiora Oonmaiinbl. Tek KaHa
rpaBUTAIMSIIBIK JkiOepy. KanmrTama 3akpIMaaHFaH, KOpPFaHBIII KaJaKIIIAChl
HICIIUITEH JKarmaiiia mnaipananOay kepek. Kanmramacel ambUIFaHHAaH KeWiH
Oipmen maiipanany kepek. Muere kon Tturizyre Oonmaiinel. [lailinananranHan
KEH1H K010 KEPEK.

MeauuuHaabIK OYibIMIBI O6HAIPYLLII TYPAJIbI MAJIIMETTEP

Jiangsu Jichun Medical Devices Co., Ltd.

No.98 Baiyang Bridge, Zhenglu Town, Tianning Changzhou 213111 Jiangsu,
KprTaii

Ka3zakcran PecmyOuamkachl ayMarbIHAAFbl OHAIPYUIIHIH YIKiJIeTTi 6K,
MEIUIUHAJBIK OYHbIM OOWBIHIIA TYTHIHYIIBUIAPJAAH AFBIMAAPABI
(YChIHBICTAPABbI) KAOBLINAWTBIH KOHE KAYINCI3AIriH TipKeyJdeH KeHiHri
0aKbLIayFa KayanTbl YHbIM

«buonay meauuHanbIK GpapmareBTUKaIBIK KoMmmanusichl JKILIC

Kazakcran, Anmatel K. AOSF4E4, Monrobckas kK-ci, 44.

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

post@biola.kz; www.biola.kz

MeqMumMHAJBIK KOJIAHY JKOHIiHAeri HYCKAayJBIKTBIH COHFBI KaiiTa
KapaJjybl xkeHingeri gepexrep: XX. XX.XXXX x.

Tanbanay ke3inge maii1anaHbUIATHLIH CUMBOJIIAP:

- OTWJIEH TOTBIFBIMEH CTEPUIIN3ALUAIAY

@

5 - 5°C nen +35°C-re neliiH TeMIiepaTypajia cakray Kepek

- Oip peT KoJaHyFa apHajiraH

C € - EC nupekTtuBachiHa COMKECTIK
XXXX
35°




- BUIFAJIJIAH KOPFay KEPEeK

M/ - TIKeJIeH KYH COyJIeCIHEH KopFray Kepek

AN
LOT - HHApTHUACHI

&I - OHJIIPIITEH KYHI

- CTepWIN3alUsATIaHFaH KYH1

STER

g - JKapaMbUIBIK MEP3IMiHIH asKTaJFaH KYHi
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