MUHHCTEPCTBO 3[IPABOOXPAHEHH
A COLMAJILHOT'O PA3BUTHSA
PECIYBJIMKHU KABAXCTAH
PEITUCTPAIIMOHHOE

YAIOCTOBEPEHHUE
PK-MT-7Ne014399

B coorserctBun ¢ Konexcom Pecnydnnkn Kazaxcran «O 310poBbe
HApOJa M CHCTEME 3/1PABOOX PAHEHMSI», HACTOSIIEE PETHCTPALIHOHHOE
y10CTOBEPEHHE BbIIAHO TPOH3BOANTENO MCAHLIMHCKOH TEXHHKH:

THn opradu3auly niu HaumeHoBaHHe OpPraHu3aLiu Crpana

Y4aCTOK MPOH3BOACTBA

[Tpou3BoaHTENb Bioptik Technelogy Inc., (BTI) TAWBAHb
(MPOBHUHLIKA
KHUTAH)

B TOM, YTO MEJHLIMHCKaA TEXHHKA:

MuorogpyHKUHOHAIBHAS CHCTEMA MOHHTOPHHTA EasyTouch® GCHb nas
H3MeEpeH sl YPOBHS [IIOKO03bI/X0.1eCTEPHHA/TeMOT100HHA B KPOBH. (GCHD
Blood Glucose/Cholesterol/Hemoglobin Multi-Function Monitoring System)

Kiace 0e30macHOCTH B 3aBHCHMOCTH OT INOTEHIHAIIEHOrO pHCKA IMPUMEHCHHA 2a

3aperucTpUpOBaHa W paspelieHa K NPHUMEHEHHIO B MEIHITMHCKON MPAKTHKE Ha
teppuropuu Pecnybnuku KasaxcraH.

[lepeyeHb pacXOHBIX MaTEPHATOB H KOMILICKTYIOWINX K H3CHIO
MEAULMHCKOrO Ha3HAYSHUS/MEIUIIMHCKON TexHHKe B [IpUIoKEeHHN K JaHHOMY
perHcTPalMOHHOMY Y10CTOBEPEHHUIO (2 nHCTa)

Jlata rocv.1apcTBeHHOM perucTpaunu (MepeperdcTpaumid) 23.04.2015 .,
JlefcTBHTENBHO 10 23.04.2022 r.
Homep npukasa oT 23.04.2015 r. Ne299

M.TT.

@.1.0. pykosodumens 2ocydapcmeeHHo20 op2aHa

(Unu YmonHOMoYeHHo20 uya)




KA3AKCTAH PECIIYBJIMKACBIHbBIH
JEHCAVJIBIK CAKTAY KOHE 9JIEYMETTIK
JAMY MUHHUCTPIIT'T

TIPKEY KYOJJIII'l

KP-MT-7Ne014399

Ocpbl TipKey Kya:iri «XaablK AeHcay IblFbl JKoHe AeHCcay IbIK caKTay Kyieci
Typaiel» Kazakcran Pecnybnukaceliblg KOAeKkCiHe calikee MeAHLIMHA
TEXHHKaChIH OHAIPYLII:

¥iibilM Typi Hemece eHAipic  |¥HBIMHBIH aTaybl Ounipywi-en:

yuackeci

Ouaipywi Bioptik Technology Inc., (BTI) KbITAW/IbIH
TAUBAHb
[NPOBUHIINACHI

COHBIMEH Karap MeIMUHHANIBIK TEXHHKA:

Kanaare! rinokosa/xo/iecrepun/reMoriiabun aeHreiiin eimeyre apuajaran
EasyTouch® GCHb ken ¢pyuxuusiabl mouuropunr xkyiteci. (GCHb Blood
Glucose/Cholesterol/Hemoglobin Multi-Function Monitoring System)

KOJIJIaHY1arbl 271eyeTTi Kayinke OailaHbiCThl Kayinci3aik Kiacekl 2a

TipkeareH xove Kasakeran Pecriy0aukacel aymMarbiH1a MEIMIMHAIbIK
NpaKTHKala KOJ1aHyFa pyKeart eTUIreH.

[UpIFbic MaTepra1apbiHbIH 7KaHE MEIAHIMHAIBIK MaKcaTTarbl OyHbIMIAap MEH
MEIMLIMHATIBIK TEXHUKAHBIH JKUHAKTay11bl Geniriniy Tizdeci ockl Tipkey
KY2ITriHIH KOChIMILIACHIH1a (2 GeT)

MemaekeTTik Tipkev (KaiiTa Tipkev) KyHi 23.04.2015r.
AKapamabl 23.04.2022 r.
Byiipblk HOMEpI 23.04.2015 #x. Ne299

Memnexkemmik opaaH xemeKxwiciHiv T.A.S. M.O.
(Hemece yekinemmi mynfa) :

01161




MHUHUCTEPCTBO 3JIPABOOXPAHEHUSI U COLUMAJIBHOI'O PA3BUTHSA
PECIIYBJIMKH KA3AXCTAH

MPHUHJIOKEHUE K PETUCTPAIIMOHHOMY VY/JIOCTOBEPEHUIO
PK-MT-7Ne014399

ﬂepeqeﬂb PACX0AHBIX MATEPHAJOB H KOMILIEKTYIOIMHX K H31€/THIO MEIHUHHCKOTO
HA3HAYEHHS W MeIHLUHHCKON TeXHHKe

No HaumenoBanue [lpouzsoanre/n Mogaeib Crpana
Cucrema monuTopudra EasyTouch®
GCHDb; (GCHDb Blood Glucose / Bioptik Technology.. Inc., _ , -
I . , - 3 ; £ HeT JdaHHbIX | TafiBaHb
Cholesterol/ Hemoglobin  Multi-Function |Tafeanb
Monitoring System)
~  |Asronanuer:( Puncturer (Lancing Bioptik Technology.. Inc.. .
2. ; 4 HeT naHHbIx |TalBaHb
Device) TaiiBaHb
s A Bioptik Technology., Inc., 5
3. |JlaHuetsl (25 wryk): ( 25 Lancets) ,p & HeT naHHbix  |TalBaHb
i TaiigaHb
Tect-nonocku Ha rawko3y (10 nonock):(  [Bioptik Technology., Inc., , 5
4. T e ) . = HeT naHHbix | TakBaHb
I0pes Test Strips for Blood Glucose) TaiiBatib
TecT-noAOCKH Ha XonecTepHH (2 -
- 5 : P Bioptik Technology., Inc., -
5. [nonockw); ( 2pes Test Strips for 5 - HeT gaHHbIX |TafiBaue
. TaipaHb
Cholesterol)
TecT-nonocky Ha remora0duH (5 P
E Sy Bioptik Technology.. Inc., e
6. |nonock): ( Spes Test Strips for Taiisas Her naHHbix | TakiBaHb
Hemoglobin) A
- |lposepounas nonocka: (Spare Parts - | [Bioptik Technology.. Inc.. 5
7. = o g 2 HeT naHHbIx |TaMBaHb
Check Strip) Talisanb
JlHesHuk cavorkonTpona: (I Warranty Bioptik Technology.. Inc., -
8. 3 : S HeT aaHHwix | TailiBaHb
Card) Taiisanb
Cymouka: (I Color Case Packing & 1 Bioptik Technology.. Inc.. | —_
9, k % HeT AaHHbIX  |TaiiBaHb
pouch) TaiiBaHb
batapeidiku (AA — 2 wryku): (2 AAA Bioptik Technology.. Inc.. ) &
10. ” e/ o HeT naHHbix |TaliBaHb
Battery) TaisaHb
. : Bioptik Technology.. Inc.. .
1. |Iamatka: (1 Simple Operating Insert) 4 £ HeT aaHHbIX  [TalBaHb
TakBaHb
Mucrpykums ; (User's Manual & | Log  |Bioptik Technology., Inc., "
2. P ( = P &y HeT gaHHbix | TaiiBanb
Book/Sheet) TafeaHb
Tect-nonocku EasyTouch® ana
. |onpenenenus rioKo3bl B KPOBH B Bioptik Technology.. Inc., .
13 - i it - d HeT aauHblx  |TaiBaHb
yvinakoeke 10 nonocok. ( 10 pes Test Strips |TaiisaHb
for Blood Glucose)
lect-nonocku EasyTouch® nna
onpeaeneHns Kbl B KPOBH B Bioptik Technology.. Inc.. oo
14 o e - e | e g HeT nauHbix  |TafBaHb
yrnakoeke 25 nonocok. ( 25 pes Test Strips | Taiisanb
tor Blood Glucose)
Tect-nonocku Easy Touch® ang
< |onpeneneHus riKKO3bl B KPOBH B Bioptik Technology.. Inc., b
5. . . . o . HeT AaHHbIX | TalBaHb
ynakoeke 30 nonocok. ( 50 pes Test Strips |Tafigans
tor Blood Glucose)
Tect-nonocku EasyTouch® s e
| = Bioptik Technology., Inc.. :
16. |onpeaesienus XolecTepuHa B KPOBH B ¢ HeT aaHHbix |laiBaHb

ynakoske 2 nosocku.. ( 2 pes Test Strips

TaklBaHb

Juer 1




MUHUCTEPCTBO 3/IPABOOXPAHEHHS U COIIHMAJIBHOI'O PASBUTHA
PECITYBJIHKH KA3AXCTAH

IMNPHJIOKEHUE K PETHCTPALHMOHHOMY YJIOCTOBEPEHHIO
PK-MT-7Ne014399

Hepeqeub PACXO0AHBIX MATEPHAIOB H KOMIVIEKTYHIHX K H31€/THI MEIHUHHCKOI o
HA3ZHAMEHHS H MEAHUHHCKOI TeXHHKE

for Cholesterol)

Tect-nonocku Easy Touch® ans

o |onpeaeneHuns X0JeCTepHHa B KPOBH B Bioptik Technology.. Inc.. _ 7

17. , : L " < HeT naHHbIX | TalBaHb
ynakoeke 10 nonocok. ( 10 pes Test Strips |Taiisanb
for Cholesterol)
Tect-nonocku EasyTouch® ans
Ornpeie/cHUs XONeCTepHHA B KPOBH B Bioptik Technology.. Inc., ..

18. L e P e PoBHE - BIOp £ HeT AaHHbix | TaiiBaHb
ynaxoeke 25 nosocok. ( 25 pes Test Strips |Talisadb
for Cholesterol)
Tect-nosockn EasyTouch® ana
onpeaeneHus reMoriobrMHa B KPOBM B Bioptik Technology.. Inc., -

19. P = i P o P £ HeT jaHHbix |TaiBaHb
ynakoeke 5 nosocok (5 pes Test Strips for|TaliBaHb
Hemoglobin)
Tect-nonocku EasyTouch® nns
ofnpeaesneHHs reMornod1Ha B KPOBH B Bioptik Technology.. Inc., o

20. | et s o P : op &y HeT naHHbiXx  |TaiiBaHb
ynakoske 25 nonocok ( 25 pes Test Strips | TaliBanb
for Hemoglobin)
Kontponshbii pacteop EasyTouch® [l na [Bioptik Technology.. Inc., 2

), [feRRTEOARIEE PRCTRON. Cite R ‘ o gy HeT naHHbix | TaiiBaHb
rnoko3y (Glucose Control Solution) TaiiBaHb

+~ |KonTpoasHsii pacteop EasyTouch® Il na [Bioptik Technology.. Inc.. _ -

22 ) 4 X S g iseri | g HeT aaHHbIx | TakBaHb
xofiecrepun (Cholesterol Control Solution)| Tafipanb
Konrtposabubiit pactsop EasyTouch® Il na |,. .

= = - Bioptik Technology., Inc.. -
23. |remorao6ux (Hemoglobin Control P £y HeT aaHHbIX  |TaliBaHb

Solution)

TarraHb

IIpeaceaaren
KoMurera KOHTPOJIsi MeIHUHHCKOH 1
dapManeBTHYECKOH J1edTeIbHOCTH

23.04.2015 1.

Jluer 2




KA3AKCTAH PECIIYBJIMKACHI JIEHCAVYJIbIK CAKTAY K9HE 9JIEYMETTIK

JAMY

MWHHCTPJITT

TIPKEY KVYO.UII'THE KOCBIMIIA
KP-MT-7Ne014399

L biFbIn MaTepHa/JIaapbIHbIH K9HE MEITHUHHAIBIK MAKCATTAFbI 6¥ﬁblMﬂ.ap MEH

MeIHUHHA/ILIK TEXHHKAFA JKHHAKTAJIATbIH 0o/ 1meKTep Tizoeci

No ATaybl YiibIMHBIH ATAYBI Mogaeas  |Ouaipyui-en
EasyTouch® GCHb moHuTOpHHriney
| Ay#eci: (GCHb Blood _Glucose! _B.io“ptik Technology.. Inc., |ManimerTep Tatisasii
" |Cholesterol/ Hemoglobin ['afipanb AKOK
Multi-Function Monitoring System)
~ |Aetonanuer:( Puncturer (Lancing _Bioptik Technology., Inc., |ManimerTep Taiigans
~ |Device) l'alfiBaHb HKOK
- \ . Bioptik Technology., Inc., |Manimerre =
3. |JlaHuerrep (25 naHa): ( 25 Lancets) il N gy i P |Taitsans
TaiBaHb HOK
[oko3ara apHairad Tect-onakrap (10 5. . - .
HIRO3E pHAFE ST-MERMTAR Bioptik Technology.. Inc., |Manimertep .
4. |wonak):( 10pcs Test Strips for Blood 9 TafiBanb
: ’ Taisanb HOK
Glucose)
XonecTepuHre apHanFaH TecT-Konakra L _
_ [ROACCTCPHATE apriantan TecT IKOTAKTAP |i6 ntik Technology.. Inc., [Maimerrep ;
5. |(2 wonak): ( 2pes Test Strips for o TaiBaHb
Talisaub HOK
Cholesterol)
[emornoBuHre apHaiFaH TeCT-KONAKTA Y -
N & ApHAITan Teal-2% P |Bioptik Technology.. Inc.. |[Manimerrep -
6. |(5 xonak): ( Spes Test Strips for i TaiiBaHb
. TaiiBanb KOK
Hemoglobin)
Tekcepy xonarbl: (Spare Parts - | Bioptik Technology., Inc., [Manimerrep =
I AN % = TaiiBans
Check Strip) Tatlisaub HKOK
Ozniriven  Hakbliay kKynaeniri: (1 Bioptik Technology., Inc., [Manimertep o
8. , . 2 2 TaieaHb
Warranty Card) TaliBaub JKOK
9 Larein comke: (1 Color Case Packing & Blc:ptlk Technology., Inc., [Manimerrep TabiBanb
| pouch) TarBaHb JKOK
Llarein Gatapesnap (AA — 2 nana); (2 Bioptik Technology.. Inc.. (Manimerrep -
0. o - TaiiBaub
AAA Battery) TaiBanb JKOK
Kanbinama: (1 Simple Operating Bioptik Technology.. Inc.. |Manimerrep =
Ll 4 =2 Tadsans
Insert) TareaHb JKOK
12 HyCKEIi).’IbII\': (User's Manual & | Log Bin?‘ptik Technology., Inc., [Manimerrep Taiisans
Book/Sheet) TarBaHb KOK
KaHaarsl r0Ko3aHbl aHbIKTAYFa
|3 [apHaaran Easy Touch® Tect-skonaktapsl, |Bioptik Technology., Inc.. |Manimerrep o —
“" lkanTamana 10 wonak. ( 10 pes Test Strips|TarBanb JKOK
tor Blood Glucose)
KaHaarbl r1HOKO3aHbl aHBIKTAYF
|4 [apHanran EasyTouch® recr-wonakrapsl, |Bioptik Technology.. Inc., |Maaimertep Vi
" [kanTamana 25 wonax. ( 25 pes Test Strips|TariBanb IKOK
for Blood Glucose)
Kanaarbl rnioko3aHbl aHbIKTayFa
|5 [apHairan Easy Touch®rect-monakrapel, |Bioptik Technology., Inc.. [Manimertep i
" |kanTamana 50 sxonak. ( 50 pes Test Strips | TaiBanb HKOK
for Blood Glucose)
Kanaars! XxonecTepuHal aHbIKTayra Bioptik Technology.. Inc., |[Manimerrep %
16. ; 2 TaitBaHb

apHanfad Easy Touch® recT-sonakrapsl,

TarBaHb

KOK

ber 1




KA3AKCTAH PECITYBJMKACHI JIEHCAYJbIK CAKTAY JKOHE 9JIEYMETTIK
JAMY MUHHUCTPJIIT

TIPKEY KYOJII'THE KOCBIMILA
KP-MT-7Ne014399

LLIbiFbIH MATEPHANIAPLIHBIH JKIHE Me/IHUMHAABIK MARCATTaFbl OyiibIMaap MeH
MeAHIHHAIBIK TEXHUKAFA JKHHAKTAJATBIH Oo/meKkTep Tizbeci

kantamana 2 xonak.. ( 2 pes Test Strips
for Cholesterol)
Kanaarbl XonecTepuHil aHbIKTayra
17 |apnaaran EasyTouch® Bioptik Technology.. Inc.. [Manimerrep TaBi
" |rect-wonakrapsi. kantamana 10 xonak. ( [Taisanb HOK
10 pes Test Strips for Cholesterol)
Kannarel XonecTepHHi aHbIKTayra
|g [apHaaran EasyTouch® Bioptik Technology.. Inc.. [ManimerTep TaiBans
" |recT-xonaktapsl, kantamana 25 xonak. ( |TaieaHs 7KOK
25 pes Test Strips for Cholesterol)
Kanaarsl reMor;100MH/1I aHbIKTayFa
|g [apHanFaH EasyTouch® tect-k0naKTapbl, Bioptik Technology.. Inc.. |ManimetTep S —
" [kanTamana 5 wonak. (5 pes Test Strips | TakBanb HKOK
for Hemoglobin)
Kannarbl reMOr1i00HMHAI aHbIKTAaYFa
5. [APHanFaH Ea>;_\'l'ouch® TECT-7KONAKTapbI, Bioptik Technology.. Inc.. [ManimerTep TaiiBaHs
~7 |kanTamana 25 xonak. ( 25 pes Test Strips | TakBaHb PKOK
for Hemoglobin)
51 Imokosara EasyTouch® [I 6Gakeinay Bioptik Technology., Inc., |ManimerTep Taiisas
“ " lepitinaici (Glucose Control Solution) TarBatb JHOK
1~ |Xonectepurre EasyTouch® Il 6akeinay [Bioptik Technology.. Inc., Moanimerrep Taiizans
== lepitinaici (Cholesterol Control Solution) |TalisaHb HOK
23 I‘e_Mgrn‘of.mnre Easy_Touch@ [l 6akbinay [Bioptik Technology.. Inc., |Manimertep Tafigans
~~" lepitinaici(Hemoglobin Control Solution) [TakiBaHb FKOK

MeaHIHHABIK KIHE

(papmaneBTHKANBIK KbI3METTI DakblIay

KOMHTETIHIH TOParachbl

23.04.2015 . -

ber 2




