IIpunoxcenue 2 k npomoxony Nel 5-a om 13.10.2023 2.

1) TOO «TuAKuT»:

Ne | HanmeHOBaHMe JOKyMeHTA

OcHoBHas yacTh: 64 cTpaHuIl

3asiBKa Ha y4acThe B TeHAepe 10 (opMe, yTBEPHKAEHHOIH yTIOTHOMOYEHHBIM OpraHom B o6acTu

1 | 3mpaBooxpanenus. Ha 3eKTpOHHOM HOCHTEE TIPeICTABISETCS OMKUCh NpUaraeMeix K 3asBKe
AOKYMEHTOB 110 popMme, YTBEpX/IEHHO# yIIOIHOMOYEHHBIM OPraHoM B 06JIacTH 3paBOOXpaHEHHUs
CripaBka 0 rocy1apcTBEHHO! PErHCTPaLUU FOPUIMYECKOTO JTHIA

Konus ycraBa s FOpUARYECKOrO ULA

I'ocynapcTBeHHas TULIEH3US

VBeoMIIeHNE 0 Havyalle WK NPeKpaleHuH

JIeSATeJIbHOCTH 110 ONTOBOH peann3alui MEAULUHCKUX U3euit

Caenenust 06 0TCyTCTBUMM (HATHYMK) 3a10JDKEHHOCTH, YUYET M0 KOTOPBIM BEAETCS B opraHax
rOCYNapCTBEHHBIX OXO/0B, MOJYYEHHBIE TOCPECTBOM BeO-MopTana "3eKTPOHHOro
TIPaBUTEIBCTBA" WK BEO-NPUIIOKEHUs "KaOUHET HAJOroMIaTeNbIIMKa" He paHee OJHOr0 MecsiLa,
Tpe/IIIECTBYOLIEro AaTe BCKPBITHS KOHBEPTOB

LlenoBoe npennoxenue no popme, yTBEPHKACHHOMN YOTHOMOYEHHBIM OPraHOM B 00J1aCTH
3[paBOOXpaHeHus, JOT Ne5

OpuruHan 10KyMeHTa, TOATBEPIK JAIOLIEr0 BHECEHHE MAPAHTHITHOTO 06eceyeH s TEHAEPHOI
3asIBKU

WD | AW

9 | I'apanTuiiHOe 00653aTeLCTBO COOTBETCTBUS KBAM(DUKALMOHHBIM TPeGOBAHMAM

10 Bbimucka o TekylieM cocTaBe y4acTHUKOB MM aKI[HOHEPOB §

[OTEHUHUAIEHOTO MOCTABLIUKA, BIUSIOMMX HA PUHATHE PELIEH!I HCIIOIHUTEIbHBIM OPraHoM
Texnuyeckas 4acTb: 58 cTpaHuil

11 | Texauyeckast crieuKaLys 1o JoTy 5

12 | Peructpaumnonsoe ynocroseperne PK-MT-5Ne020416
13 | Konus aKTa caHuTapHO-3MHIEMHOJIOHYECKOro 06CIe0BaHHs O HATHYMH "X0I0L0BOM Henu"
[TuceMo — 3ampoc akTa CaHHUTAPHO-IMHAEMHOJIOTHYECKOr0 06CIeJ0BAHHS O HAJIMUMH «XOJI00BOI

i uenu» Ha 2021 rop.

15 [Tucemo — oTBeT ot PI'Y «VripaBnenue caHuTapHO-3HAEMHUOIOTMYECKOTO KOHTPOIS
OxkTa6peckoro paiiona ropona Kaparauas JICOK Kaparanauuckoii o6nactu KCOK M3 PK»

16 ITicemo — 3ampoc o }£e06xo;mMocm aKTa CaHUTapPHO-3MHMAEMHOJIOTHYECKOr0 00CIIEN0BaHUS O
HaJIMYMU «XOJIOMOBO# LieTny»

17 [TuceMo — oTBET 06 OTCYTCTBUM HEOOXOAMMOCTHU aKTa CAHUTAPHO-3MUAEMUONOIUUECKOr0
00cse10BaHNs O HAJTMYUH «XOJIOJ0BOM LEMUY»

18 [TuceMo — 3anpoc 0 HeOOXOJUMOCTH aKTa CAaHUTAPHO-3ITHAEMUOIOTHIECKOT0 06CIe[OBaHHUS O
HaJIMYUU «X0J040Bo# uenu» 2022 r.

19 [TuceMo — oTBET 06 OTCYTCTBUM HEOOXOANMOCTH aKTa CAHUTAPHO-3THAEMUOIOIHYECKOTO
obcne1oBaHUS 0 HATMYUH «X0JI00BO# menuy 2022 .

20 VBenoMiieHne o Havane JesTeIbHOCTH 3
(skcnyaranun) oObeKTa He3HAYUTEIbHOM AMUIeMHOJIOTHUECKON 3HAYMMOCTH

21 ["apanTuiinoe 06513aTeIbCTBO O COOTBETCTBUU TOBAPOB TPEOOBAHHUSM, MPENBABISEMBIM B PAMKAX
n.11, rnass 1

2 ComnpoBoauTenbHoe nucbmo no . 1 m. 11, mn 2 [Mpukasa MuHKCTpa 3apaBooXpaHeHuUs]

Pecny6suku Kazaxcran ot 7 utonst 2023 roza Ne 110.
23 | Onuck Ha 3JIEKTPOHHOM HocHTeNe (IUCK)

2) TOO <MEATEXCEPBHC»: .

Ne | HaumeHoBaHHe JOKYMEHTA

OcHoBHast yacTb: 36 CTpaHHuIL

1 3asBKa Ha yyacTue B TeHIEpe

2 VYcraB

CrnpaBka 0 rocy1apCTBEHHOM NepeperucTpauuy pUaUuYecKoro Juna

Le (Y 4 4




Tanona o MIpUeMe yBEIOMIIEHUS O HavaJle Wik NPEKPAIEHUN OCYILECTBIEHUS NEATEIbHOCTH W1

4 ONEPACJICHHBIX NeHCTBUIA
5 YBVeJIOMJzeHHe 0 Havalle WM NPeKpalleHuH OCYLIECTBIEHUS ASTENLHOCTH WK OMepAeTeHHbIX
JelcTBuii
6 Hu. nucemo
7 LleHoBoE mpemoxenme
8 Hud. nucemo
9 [naTexxHOE MOpyYeHue
TexHnyeckas yacts: 116 crpanmuy
10 | Tex. Cneuudukanus Tosapa
11 Per. Y noctoBepenne PK-MT-5Ne01695 1
12 ITpunoxxenue x Per. Vnocrosepenue PK-MT-5Ne01695 1
13 | I'apanTuiinoe nuceMo
14 | Onuck Ha 3MEKTPOHHOM HOCHTEJIE (muck)
3) TOO «KaszaxMeaHlmmopm»:
Ne | HaumeHnoBaHue 1okymeHTa

OcHoBHast yacte: 34 cTpaHur

1 3ajBKa Ha yyacTue B TeHepe

2 CBHIETENBCTBO O rOCY 1APCTBEHHOI perucTpauuu

3 VYcras

4 Tanon o npueme YBCAOMIICHHS O Haalle UK NPEKPALEHNH OCYILECTBICHHS AeSTeNbHOCTH WK
OMNpeJeJIEHHBIX NeiCTBIIA
CBEJEHMSI

S 006 OTCYTCTBUM (HANH4MH) 3a/[0IDKEHHOCTH, YUET 110 KOTOPBIM BEAETCS B OpraHax
I'OCYIapPCTBEHHBIX JJOXOO0B

6 LleHoBoe npenoxenue no oty Nel

7 [TnarexHoe nopydenune

3 ITHCBMO 0 COOTBETCTBHM MIOTEHIMANBEHOTO TOCTABIIMKA
KBaJIH QUKALMOHHBIM Tpe6OBaHUSIM

9 JlaHHbIe 10 3aMmpoCy 0 HAJIOTOMIATENbIIMKAX, HAXOAALINXCS Ha CTaJIMM JIMKBU AN

Texnnueckas yacte: 36 crpaHu

10 ITMCBEMO 0 COOTBETCTBHMM MeMIIMHCKHIX U3eHil TPeOOBaHUSM, YCTaHOBJIEHHBIX MyHKTOM 1 |
riasel 1 [TpaBun

11 HHpopmaLmoHHOe MICEMO 0 cTaTyce 0TeYecTBEHHOro TOBapONPOU3BOAUTE]IS

12 I"'ocynapcTBeHHas nuLeH3us

13 PerucrpanuonHoe ynocrosepenne

14 Texuuyeckue crequdpukanuy mo Joty Nel

15 ITucemo
10 CPEJICTBAM U3MEPEHUS]

16 | Cepruguxkar o nporcxoxzaenuu ropapa popma CT-KZ

17 | CepTu¢uKat COOTBETCTBUS MPOAYKIUHI

4) TOO «JIaGTpoHHK»:
Ne | HammeHoBaHMe JOKYMeHTA

OcHoBHast yacTb: 96 cTpaHuIy

asiBKa Ha y4yacTHE B TEHIEpe

CrpaBka 0 rocy1apCTBeHHOI [epeperucTpamy PHAHIECKOro 1A

Vcras

1
2
3
4

N3menenwue B Yeras ot 21.01.20219 .




H3smeHenwue B Yeras ot 03.05.2019 T,

H3meHenwe B Yetas ot 03.12.2020 .

Hzmenenwe B Veras ot 05.03.2021 r.

SRl Ko g R

Hzmenenwue B Veras ot 17.03.2021 r.

9

Hsmenenue B Yeras ot 07.02.2022 .

10

Wzmenenwue B Veras ot 01.04.2022 1.

11

Beinucka o cocrase yupenureneii

12

Pewnenne CIMHCTBEHHOI'0 YYaCTHHUKA O Ha3HAYECHHUE PYKOBOAUTENS

13

Ilpukas o Ha3HaueHHe pyKOBOHUTESS

14

Tanon o MNpHUeMe YBEOOMIIEHUS O HAYaje Uiu NpeKpalleHus OCYIIECTBIEHUS NEITENbHOCTH 110
PO3HUYHOM peaiu3alny MEAULIMHCKUX U3JIETUA

15

Tanon o NpHEeME YBEIOMIIEHUS O Hayajle Ui NpeKpallleHust OCYIIECTBIEHUS AESITEIbHOCTH 110
OIITOBOM peann3auny MEIULUUHCKUX U3IEIUi

16

ITucemo o COOTBETCTBUHU KBaJIPI(bPIKaLIPIOHHbIM Tpe60BaHI/IﬂM

17

Csenenue 06 oTcyTcTBHM (HaTMunK) 3aJI0JDKEHHOCTH, y4eT T10 KOTOPhIM
BEIICTCS B OpraHax rocy1apcTBEHHBIX JOXOI0B

18

ITucemo o COOTBETCTBUU TpeGOBaHI/IS{M K MEOULMHCKUM U3JECITUIM

19

LleHoBoe npetoxeH#e no oty Ne3

20

LleHoBoe npeanoxeHnue mo 1oty Ned

21

LleHoBoe npemoxenue mo 1oty Nes

22

LleHoBoe npeoxenue o g0ty Ne7

Texuuyeckas yacts: 162 cTpanun

23

Texnuueckas cnenugukaus no goty Ne3

24

Texnuueckas criennpukanys mo J0Ty Ned

25

TexHuyeckas cnenudukanus mno Joty No5

26

Texuuyeckas crienuuKarys 1o JoTy No7

27

Peructpauunonsoe ynocrosepenne no oty Ne3

28

PeructpauuonHoe ynocrosepenue 1o Joty Ne4

29

PerucrpauuonHoe ynocrosepenue mo JoTy Ne5

30

PerucrpaiuoHHoe ynocToBepenue mo Jloty No7

31

CepTudukar 06 yTBepKIeHIH THIIA CPEACTB U3MEpEHUii 1o JoTy Ne3

32

Ceprudukar 06 yTBepiKAeHHH TUIIA CPE/ICTB M3MepeHHit 1o JoTy Ned

33

["apanTuiiHoe mucemo o CU noty Ned

34

"apanTuiiHoe mucemo o CU oty Ne5

35

ITucemo o He CU 1o sioty Ne7

36

"apanTuiinoe obecneuenue no 1oty Ne3

37

["apanTuiinoe obecreuenue no g0ty Ned

38

"apanTuiinoe obecreuenue no g0ty Nes

39

["apanTuiinoe obecneuenue no a0ty Ne7

40

TexHuueckas CHCI.[I/ICI)I/IKaHHH Ha 3JIEKTPOHHOM HOCHUTEJIE

41

Onuce AOKYMEHTOB Ha 3JIEKTPOHHOM HOCHUTEJIE

5)

TOO «Ordamed»:

Ne

HaunmenoBanue AOKYMEHTa

OcHoBHas yacTb: 96 cTpanuIy

1 | 3asBka Ha yyacTue B TeHaepe

2 | CnpaBka 0 rocy1apcTBeHHOI NepeperucTpaiiy IPUANYECKOro JHIA
3 | Peectp mepsxareneii akimit

4 | Ycras

5 | ITpotokon

6 | IIpotokou
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7 | [lpoTokon

8 | Ilpotokon

9 | Ilpukas

10 TanoH o npueMe yBeJOMIICHHS O Hadale Wil NPeKpalleHHs OCYLIECTRIICHNS IEATENLHOCTH MO
PO3HUYHOH peann3alyi MeIUUUHCKAX U31eNuil

1 TasoH O npreMe yBeOMIICHNS O Hadase Wil NPeKpalieHns OCYIIECTBIEH)S AEATENLHOCTH M0
OITOBO# peau3aluy MEAULMHCKUX U3 eI

12 | JluueHsus Ha GapM. IesTenbHOCTh

13 CBeneHre 00 OTCYTCTBUY (HAJIMUUH) 330JDKEHHOCTH, Y4eT 10 KOTOPbIM
BEJIeTCsI B OpraHax rocylapCTBEHHbIX JOXOH0B

14 | JToBepeHHOCTh HA NTPaBO MOAIUCH

15 | 'apanTHitHOE MUCEMO

16 | 'apanTHiiHOE MTUCEMO

17 | LlenoBoe mpensioskeHue 110 JoTy Ne2

18 | LienoBoe mpexsoxxeHue 1o Joty Ne6

Texnuueckas yactb: 100 cTpanuly

19 | Texuudeckas cneuudukanus sora No2

20 | Texuudeckas cneuudukanys gora Neb

21 | Konus per. Y goctoBepenue jnota Ne2

22 | Konus per. Y pocroBepenue nota Ne

23 | Ceprudukar

24 | ITuceMo

25 | Ceprudukar

26 | Ceprudukar CT-KZ nora Ne2

27 | Ceprudukar CT-KZ norta Ne6

28 | I1ucbMO MO XOJI0A0BOM LeNH

29 | Ceprudukar MHXeHepa 0 NPOX0XKAEHUU 00yueHNs

30 | FapanTuiinoe obecnievyeHne TeHASPHOI 3asiBkH B BiJe [Tn.nopyuyenue no oty Ne2

31 | T'apanTuiiHoe obecrieueHre TeHAepHOl 3asBKky B Buje [1n.nopyyenue no oty Ne2

32 | Onuck TOKYMEHTOB Ha 3JIEKTPOHHOM HOCHUTENe

6) AO «Ordamed»:

Ne

HaumeHnoBaHue AOKYMEHTa

OcHOBHasl 4acTh: 72 CTPaHHULL

3asBKa

HCHOBOC NpeaJiIoKEeHUEe

CripaBKa 0 rocy1apcTBEHHON PerncTpaLuH (IepeperucTpalum) KpHAUIECKOro Juua(kas,pyc)

Vcras HPUAAYECKOro JIuua

[Tpuka3

Kormus nuieH3uy Ha GapMaleBTHYECKYIO AeTeNbHOCTb (Ka3, Pyc)

N NN | AW

CaezieHus 00 OTCYTCTBUH (HATWYUK) HAJIOTOBOM 33/I0JDKEHHOCTH, YYET MO KOTOPBIM BEAETCS B
OpraHax rocyIapcTBEHHBIX TOX00B (Ka3,pyc)

Brimucka o TEeKyIIEM COCTaBe y4aCTHHUKOB

TanoH o npueMe yBeIOMIICHHUS O Hayasle UITH PeKpaIeHUH
[esATEIHOCTH M0 PO3HUYHON pearn3aljin MeIULMHCKUX u3enui (kas,pyc)

10

TaJloH 0 mpreMe yBeIOMJIEHHUs O HAYale WM PeKpaIleH!H AeSTebHOCTH MO ONTOBOH
peanu3aiuy MeIULUHCKUX U3JeNuii (ka3,pyc)

11

[TrCcBEMO-COOTBETCTBHE MTOCTABIIMKA KBaJ'II/I(bPIKaLII/IOHHBIM Tpe6OBaHI/I$[M

12

I[TuceMo-cooTBeTcTBUE TpeboBanusim k MU (MT)

13

Ceprudukar CT-KZ

I Yy 1 %




14 | ITuceMO 0 cpencTBax u3MepeHus

Cepruukar cooTBeTCTBYSA NPOLYKLHU(TIPU AEKIAPUPOBAHUMN)

15
(a3, pyc)

16 | Cepruduxar coorserctus TOCT ISO 13485-2017

Texnuueckas yactb: 44 cTpanull

17 | Texnuueckas cneuuduraius

18 | Perucrpanuonnoe yocToBepeHue Ha ToBap (kas, pyc)

19 | IlnatexxHoe nopydeHue

20 | Onuce JAOKYMEHTOB Ha 3JICKTPOHHOM HOCHUTEIE

IlpencenaTens TeHAEPHOH KOMHCCHH .~  Hypxanos I'.K.

3amecTuTe b NpecenaTesi TEHIePHOI

KOMHCCHH Typraun6exos O.5.

% 6/(}.” Haypri36aeBa XK. T.

/[%/ Mamana3aposa H.b.

"~ Temupbaea M.K.

YUieHbI TeHIePHOI KOMHCCHHM:

CexpeTapb TeHIepHON KOMHCCHH: Amnapb6exos E.B.




