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I OO0LWIe NoM0KEHISE

N I.1. Tenaep nposoanutca B cooteTcTBUN ¢ [TocTanosaeHnenm [NpasuTensetsa PeenyGnnku Kasaxeran ot 4 miona 2021 rosa

Ne 375

«O0 yreepwaennu [Mpasun opraHn3auni 1l NPOBEACHNA 3aKVNa NEKAPCTBEHHLIX CPEACTB, MEAHUMHCKHX H3Aeanil 1

CHELHANH3HPOBAHHLIX JeueOHbIX MPOLYKTOB B PAMKAX FAPAHTHPOBAHHOTO 00bema DecrnaaTHON MeAMLHMHCKO N NOMOULH 1 (HAN) B
cieTeme 00A3aTeNbHOTO COUHAABHOTO MEANLIMHCKOrO CTPAXOBAHIS, (PAPMAUCBTHYECKIX YCAVE 1 NPHIHAHHN VTPATHBLINME CHIY
HeROTOpbIX pewleHnii Tpasutenbetsa Pecnyonunkn Kasaxcran» (nanee - [lpasuna) ¢ ueibio Buiopd NOCTABLUMKOB H3AEIN
MEAHUIHCKOTO Ha3Haue i Mo CAeIy I0LHM J10TaM:

Ne | l I
i | Hanmenosanune ToBapa Ena. nim. | Koa-so Llena Cymmia
I | .
i Pacxoavas cuctema naa HHAKTHBALLN NATOCEHOB H
I |
I

AefKOUHTOB B TPOMOOLHTAN JOHOPA ¢ ABYMS MEIUKAMH 1714 WTYKA 96 106415 10215840
xpaneHins INT2504B (DS) ans obayuarens Hurepeenrt.

KOMNAEGKT pacxoaHbIX MATEPHAIOB U1a cOopa TPOMOOUHTOB ; v
P 3 ReTE WTYKa 24 106340 2552160

aeitkoQuibTpoBaHHsx MCS+

[lonuoe nanMeHoBaHHE N XAPAKTePHCTHRKA  3aKVOAEMbIN  JEKAPCTBEHHLIN  CPEACTB,  MEAMUHHCKUN  H3OSAHil |
CREUHANH3HPOBAHHBIX AeveQHbIN NPOIAVKTORB NPHBEACH NO N0TaM B NPHIOMKSHHH | K oObsaBacHIID.

2.

KB"I."IIi(l.)[il\"dl.l]l()lll-lbll.‘ I'|'IL‘[-1{IB%III]IH, NPETBHBAAECMBIC K MOTCHIHATLHOMY HNOCTABULIHKY I 33KRYNAE€MLIM TOBapam

2.1, K noTeHUHAIbHBIM MOCTaBLIHKAM TOBAPOB NPEABABNAKTCA CAEAVIOWNE I(BE’[.-"IIIdJII]\'L‘iIJ\HGH HblE Tpt‘GOBaHIIHJ

I

8)

22, K

D0MKeH OBITh 3aperHCTPHPOBIH B KadeCTBe CyObeKkTa NPedNpHHIMATENLCTBA COMMACHO 3aKoHoaaTeabeTBY PecnyOnikn
Kazaxcrau:

A0JeH ObITh MPABOCNIOCOOHLIM HA OCVILECTRBACHHE (papMaleBTHYeCKO AeATeNbHOCTH MO NPOU3BOACTBY HAH ONTOBOI
P3N NEKAPCTBEHHLIN CPEACTB H (HAH) MEAHUHHCKHX H3aeuil;

HE JOMKEH HMeTh HAOTOBO 3a10MKe HHOCTH, 3a10/KeHHOCTH Mo 0083aTeNbHbIM NeHCHOHHLIM B3IHOCAM, 0083aTeNbHbIM
IpOGECCHOHATLHBIM  NEHCHOHHBIM - B3IHOCAM, COLHAALHBIM  OTYHCACHHUAM 1 OTHHCAGHMAM W (HAH) B3HOCAM Ha
00530 TeIbHOE COUMANbHOE MeAHLLHHCKOE CTPANVBAIINE,

HE OKEH ObITh IPH3HAHHBIM CY 10M HE100POCOBECTHLIM 110 HacToswny [pasuiawm;

HE 10GKEH ObITh A HANPOBAHHBIM € 3aKAZHHEOM, OPraHi3aTOPOM 3aKY N, €AHHBLIM AHCTPHOBIOTOPOM;

HE 10/5KeH ObITh aypHAHPOBAHHBIM NO OAHOMY A0TY € APYTHM NOTEHUHANLHLIM MOCTABLIHKOM;

HE A0KEH OblTb NPH3HAH QAHKPOTOM, BCTYIIHBLUHM B 3aKOHHYIO CHAY CYAeOHbIM aKIOM. H B OTHOWEHHH HEro He
JOAKHO NPOBOANTLCA NpoUeayp GAHKPOTCTBA I THKBH AALHIL;

HE 10/UKEH HAPYLLAaTh NATEHTHLIX i HHBIX MPAB W NPHTA3AHII TPETHUX JIHL, CBA3AHHBIN ¢ peani3autell JeKapCTBEHHBIN
CPeaCTB M MEAHLUHMHCKHX W31,

3AKVOAeMbIM W OTOVCKACMbIM (NPH 3akyne (l)k‘l}ﬂf\lﬂLLr'.‘BTliLIeCI\'IIX YCANT) NEKAPCTBCHHBIM CPLACTBAM. MEAHUHHCKHM

H3AeuaM, NPCeaIHAZHAMCHHBIM 1 OKA3ZAHHA TAPAHTHPOBAHHOTO 00bema 0eCnAaTHON MEANUUMHCKON NnOMOULH 1 MeIHLHHCKOT
NOMOLLM H B CHCTEME 00A3aTeNbHOTO COHANBHOIO MEIHUNHCKOTO CTPaxOBaHHUA, NPEIbABNAKOTCAH CACAY KOWHE TDCGUBGH!ISI

1)

(B

HAM Y e PErHCTPALNH ICKAPCTBEHHbBIX CPEACTB, MEANUWHHCKNN n3aeanil 8 PecnyOanke Kasaxcran B COOTBETCTBHM €
noaokeHnAMi Kodekca 11 nopsaake. onpeie/ieHHOM VIOJTHOMOUYEHHBLIM OpraHom B 00JacTH 3ApaBooXpaHeHHa (3a
HCRAIOYSHUEM  JCKAPCTBEHHBIN NPenapaToB, H3rOTOBIACHHBLIN B ANTeKAX. OpYaHHBIX MpPenapaTtoB, BRKIAOYESHHLIN B
nepedehb  OPQAHHLIX  NPENAPATOBR,  VTBEPSKACHHBITT Y NOJHOMOYEHHLIM  OpraHoM B 001acTH  3APABOONpPAHE U,
HE3APErHCTPHPOBANIBIN JICKAPCTBCHHBIX CPEACTR, MEeIHUHHCKHN M371enHil, KOMMACKTVIOWNN. BXOOALIHX B COCTARB
MEIHIIHHCKOTO H31eHA W He HCMONb3YEeMbLIN B KAuecTBe CaMOCTOATENBHOIO M3AeaHsA HAN VCTPOICTBA, BBE3CHHbLIX HA
Tepputopio PecnyOnnkn  Kasancran Ha  OCHOBUHMIL 3AKJIOYEHHA  (PaspelinTe/bHOr0 A0KYMEHTA), BbIJaHHOrO
_\IIL}JIHUMU'-leHHbIM 0|'}FE1IIOM B OUSIIZ]C'I'H '3,'1})11B(10\|31\I18Hllﬂ}l

JCKAPCTBEHHbIC CPEACTBIL MCAHUMHCKHE H3Oe/Hs NPAHATCA 1 TPAHCHOPTHPYVIOTCA B VCAOBHAN, 00CChevHBAKOUIIN
CU\["{[I'ICHIIC HX 66'301I[1CHUL‘TH. 3(|)ftJE‘K'IHBHOCIII H rRaAuUCCTBE, B COOTBCTCTBHH L I'Ipasu;:;mu \pi}HUHHﬂ ]



6)

8)

9)

10}

23. K

TPAHCMOPTHPOBKH JEKAPCTBEHHBIX CPEACTB, MEIHLHHCKUN N3NNIl VTBEP/HKIASHHBIMI YIOTHOMOUEHHLIM OPraHOM B
0051acTH 30paBoOOXpaAHEHNA;

MApKHPOBRKA, ﬂOTpEGi!rEJbCKaH VIAKOBKA M HHCTPYKUHWA N0 NPpUMEHEHHKEY NCKAPCTBCHHBIX CpC,’lCTB‘ MCIHUMHCKHX
w3nenuit coorTgeTcTByOT TpefosaHuam 3akoHonatensctBa Pecnybaukn KasaxcTan H nopaaky, \VCTaAHOBIEHHOMY
VIOTHOMOUEHHBIM OPraHOM B 001aCTH 31PaBOONPAHEHHS,

CPOK TOIHOCTH JEKAapCTBEHHbLIN CPEACTB. MEIHUMHCKHN H3AeNUi Ha 1aTy MOCTAaBKH MOCTABIIMKOM 3aKa3uHKY
COCTABIALCT!

He MeHee NATHASCATH NPOLEHTOR OT YKa3aHHOTO CPOKA FOAHOCTH HA YNAKOBKY (NPH CPOKE FOAHOCTH MEHEe ABYX NeT)
He MeHee JBEHALUATH MECALCE OT YKA3aHHOTO CPOKa FOAHOCTH HA YNAKOBKE (NPH CPOKE FOAHOCTH ABa roaa v donee):
CPOK TOIAHOCTH JEKAPCTBEHHbLIN CPEACTB. MEAMUMHCKHX H3AeNHil HAa JaTy MOCTABKH MOCTARIIHKOM eIHHOMY
OUCTPHOBLIOTOPY COCTARNAET:

HE MEHee WeCcTHACCATH NMPOUEHTOR OT YKa3aHHOTO CPOKA FOIHOCTH HA YNAKOBKE (NpH CPOKE rOAHOCTH MeHee IBYX JeT)
NpH NOCTaBke ToBapa B NepHol HOAOPbL, Aekadpb roa, NPeIwecTBY Lero roay, A KOTOporo NpoH3BOINTCA 3aKkyn. |
AHBAPE NOCTYIHBILErO (PHHAHCOBOTO roaa;

HE MEHEC HCThIPHAALATH MECALEB OT YKa3aHHOI0 CPOKA FOAHOCTH Ha YNAKOBKE (NP CPOKE roAHOCTH aBa roaa u Gosee)
NpH NOCTABKE TOBApa B NepHoi HOAOPk. Jekadpb roga, NpeIuiecTBYOWEro roay, 118 KOTOPOra NpoH3BOAHTCS 3aKyT, H
AHBAPb HACTYMHBLUErO (PUHAHCOBOTO rOAd. M HE MeHee IBeHAIUaTII MECAUEB NP NOCAEAVIOWNX NOCTABKAX B TEUEHHE
(pnHaHcoBOrO roaa;

CPOK FOJHOCTH JEKAPCTBEHHBIX CPEACTR, MEAHLIHHCKIIX 38Tl 32 HCKIIOUEHHEM TOBAPOB, YKA3aHHLIX B NOANYHKTE 7)
HACTOALLErO MYHKTA. HA ATy NOCTABKH €1HHLIM AHCTPUOBIOTOPOM 3aKA3UHKY COCTARIALT:

HE MEHEe TPHALATH NPOLUEHTOB OT CPOKA FOAHOCTH, VKA3AHHOTO HA VNAKOBKE (MPI CPOKE FOAHOCTH MEHEE IBYX NeT):

HE MeHee BOCEMH MECALICE OT VKalzaHHOTO CPOKA FrOaHOCTH Ha VMaKoOBRE [l"lp!i CPOKe FOOHOCTH OBA T0aa W Goﬂee]:

CPOK FOAHOCTH BAKLWHH HA JaTY NOCTABKH €AHHBIM AHCTPHOLIOTOPOM 38Ka3UHKY COCTABIACT:

He MEHEE COPOKa MPOUEHTOB OT YKAIAHHOTO CPOKA FOIHOCTH HA YNAKOBKE (NPH CPOKE MOAHOCTH MEHee ABYX JNeT):

HE MEHee JIECATH MeCALIEB OT YKA3aHHOro CpoKa MOAHOCTH HA VIIAKOBKE (MPH CPOKe FOAHOCTH 18a roaa it fonee); g
MeHee CPOKOB MOAHOCTH, YKa3aHHbIX B NOANYHKTAX 6) 1 7) HACTOSUIETO NYHKTA, A8 NEPEeXOAAULIN OCTATKOB TOB i
€1HHOTO AHCTPUOLIOTOPA. KOTOPbIE MOCTABAAOTCA 3aKA3UMKY 1 (MIH) MOCTABULHKY VCJAYTH yueTa W peannsauni no
COrNALIEHHIO CTOPOH 179 HCMOAL30OBAHHA MO HAZHAHSHUIO 10 HCTEYEHHS CPOKA HX TOAHOCTH:

JICKAPCTBEHHbBIE CPEACTBA, MEIHUMHCKIE H3AeNHs MO cBoeli XapaKTepHCTHKE (KOMMISKTALMH) 10/KHBI COOTBETCTROBATE
XapakTePHCTHRE { KOMTIASKTAILHIE), VKA3aHHOT B 00bLABICHII NN NPUIIAWEHHN HA 32KV

NIEKaPCTBEHHbIE CPEACTBA HAH MEIHLITHCKHE H3ACTNS N0 UEHOBOMY NPEANOKeHHID NOTCHUHANBHOIO NOCTABLINKA HE
A0AHbl NPEBBILATL MPeIeIbHBIX LEH M0 MEKIVHAPOIHOMY HEMATEHTOBAHHOMY HA3BAHHID H (HIH) TOProBOMY
HalMEHOBAHUIO YTBEP/KICHHBIX B MOPAIKE, ONPEIeIeHHbIM YNOAHOMOUYEHHBIM OPraHomM B 00JacTH 31PaB0OXPAHEHNS B
COOTBETCTBHU C MPaBUAAMI PEryJHpPOBAHHA LEH HAa JEKAPCTBEHHbLIE CPEACTBA, a TAKKE MPEeIelbHbIX UEH Ha
MEINUMHCKHE H3deans B pamMKax rapaHTupoBaHHoro obfbema GecnnarTHoil MeaMuMHCKON NOMOLLH 1 CHCTEME
00513aTeNbHOTO COUMANTLHOTO MEAHUHHCKOTO CTPax0BaHHA,

3aKyNaeMomy MeIHLHHCKOMY  M3IeHK. TPeOVIOLEMY CepBUCHOrO 00CNYHHBAHNA, NPEABABASIOTC CAENYIOIIHE

TpeboBaHus;

1)

L
—

6)

HATHYHE PEFHCTPALUNN MEAULHHCKOTO H3eA1Ha, TPeOVIOLLEro cepeicHOro obenyaxueanna, B Pecnybanke Kasaxeran nnn
3aKNoUeHus (PaspewnTeNbHOro JOKYMENTa) YNOJHOMOUEHHOro oprada B o61acTH 31paBOOXpaHenins 118 BRO3a Ha
Tepputopuio Pecnydnukn Kasaxetan B cayuaax, npeaycmotpennsix Koaekcom. Pernctpauns noarseprnaercs konueii
NOKYMEHTA, TMOATBEP/KIAIOWIErO PErHCTPaUHO, HAH BbIMHCKON W3 HHPOPMALHOHHOrO pecypca rocyIapcTREHHOrO
peecTpa. 3aBepAemMoil 3eKTPOHHO-WHppoBOit noanucsio. OTCYTCTBHE HEOOXOAHMOCTH PErHCTPALIN NOATBEKIAETCS
MUCEMOM IKCNEPTHOI OPranu3auni UK YnoAHOMOUYEHHOrO OpraHa B 00AacTi 31paBooxpalieHis;

MapKHpOBKa, NOTPedHTEIbCKAA YIAKOBKA, HHCTPYKUHSA MO MPHMEHEHHIO 1 IKCTLTYaTAUMOHHBIT TOKYMEHT MEAHUHHCH
n3geans, TpedyIoLlero cepBcHOro obeay iKuBatus, cooTeTcTeyOT TpedoBannam Konexca u nopsaaka, VCTAHOBAEHHUTD
VIOJAHOMOYEHHBIM OPraHoM B 0GIacTH 3APABOOXPAHEHNA:

METHIMHCKHE  H3denue, TpeOyviowee CepBHCHOMO OOCHYAHBAHUA, XPAHHTCA UM TPAHCNOPTHPYETCH B VCIOBHAX,
00CCMEUHBAIOLINN CONpaHeHe ee 6e30nacHoCTH. MPPekTHBHOCTI 1 KauecTBa, B cOOTBeTCTBIN ¢ [paBniaMy XpaHeH s
H TPAHCNOPTHPOBKH NIEKAPCTBEHHBIX CPENCTB, MEAHLMHCKUX H3AENHil, YTBEPKACHHBIMH YIOJTHOMOUCHHbIM OPTaHOM B
001aCTH 34PABOOXPAHEHIAS

MedHUMHCKOe n3nenue, Tpebyroulee CepBHCHOTO 00CAYKHBAHUA, SBIAETCA HOBbIM, PAHEE HEHCMONb30BAHHbIM,
MPOM3BEIEHHBIM B MEPHOA ABATLUATH HEThIPEX MECALER, MPEIECTRYIOIINN MOMEHTY MOCTABKH:

MEIHLMHCKOE H3aeaHe. TPeOylolee CePBUCHOrO OOCAYKIBAHUA, OTHOCALLEECA K CPEACTBAM W3IMEPEHIS, BHECEHO B
peecTp rocyaapcTBEHHON cHCTeMbl eANHCTBA HimepeHnii Pecnytnuke KazaxcTan B COOTBETCTBHI € 3aKOHOAATENLCTBOM

Pecnybnukn Kazaxcetan o eauHcTse wimepeHiil. BHecenue B peectp CHCTEMbI e€AMHCTBA W3mepennii Pecnyonuku
Kasaxctan noateepacaaetcs konueil ceprTH(Kkata, BHIZAHHOTO VIOTHOMOUEHHLIM OPraHoM B 0014CTil TEXHHUECKOTO
peryaiupoBaHus n Metponordd. OTCYTCTBHE HEOONOAMMOCTH BHECEHHST B PEECTP CHCTEMbI €AHCTBA HIMEpEeHHI

NOATBEPAAETCA MHCLMOM YIONHOMOUEHHOTO OPraHa no TeXHHYECKOMY PEryaHPOBAHII0 H METPOIOTHI:
MEPENBIKHON  KOMMNAeke 3aperwctpuporan B Pecnybnnke Kasaxcrad kak eansbiil  KOMMJEKC. COCTOAWMIT 13
CMEeUHANLHOTO aBTOTPAHCNIOPTA, MEAHLIMHCKHX H3AeaHil, TPeOYIOLHX CePBUCHONO 00CIYKHBAHNA.

3. Conepskanne TeHAePHOI 10KYMEHTALNN

3.1. Hactosawas TEHJ’REPHE]FI AJORYMEHTalUKnA, npeaoctagnaemas  opraHnsaTopoM  TEHACpa MNOTEHUHANbBHLIM  MOCTABLLIHKAM,
COOEPHHUT.

1)

2)

COCTaB  TEHIAEPHON  JIOKYMEHTAUMH, MepedeHb NOKYMEHTOB. MOLISHKALLNN  [PCACTABIEHHID  MOTEHUHANbHLIM
NOCTABLIMKOM B NOATBEP/KICHIE €r0 COOTBETCTBUA TPeDOBAHNAM IN1aBbl 3 1 3aKynaemblx ToBapos — raaee 4 [pasu;
TEXHHYECKHE H KAUECTBEHHbIE XAPAKTEPUCTHKHN 3aKYNAeMbIX TOBAPOB, PapMALEBTHYECKHX YCAYT, BKIOUAd TEXHHUYECK e
cneundratm;



3) 0O0beM 3aKYNAEMbIX TOBAPOB H CYMMBbI, BbIACACHHBIC 1714 HX 33Ky Nd MO KaXAOMY J0TY .
MECTO, CPOKH M APYIHE YCAOBHA NOCTABKH TOBApPA;

3) ychoBua nuareikeil v NPOCKT 40roBopa 3aKyna TOoBapos N0 (popMe. YTBEPHIAEHHOH YNOJIHOMOYEHHbLIM OPraHoMm 8
00/1aCTH 3APABOONPAHEHIA]

6) TpebOBAHMA K A3bIKAM TeHALPHOIT 3aABKH, 10rOBOPA 3aKY Na;

7)  TpeOOBAHUA K O(OPMIASHIIO TEHASPHOI 3a9BKN;

8) nopaaok. popMy 1 CPOKH BHECEHHA rapaHTHITHOro odecneueHns TeHAePHOI 3as8 KL

9)  yKa3aHHE HA BOIMOKHOCTE 1 NMOPAIOK OT3bIBA TEHASPHOI 3a9BKH!

[0} MeCTO 1 OKOHUATENLbHBLI CPOK NPHEMA TEHAEPHBIX 3aABOK, U CPOK UX AEHCTBHAL

I1) dhopybl o0patleHin NOTEHUHAILHLIN NOCTABLLMKOB 38 PA3bACHEHHAMH MO COACPWKAHINO TEHASPHON LOKYMEHTALWH NpH
HEeoONOAHMOCTH NOPAIKA NMPOBEASHHA BCTPEUH C HHMU!

12) mecto, AaTy, BpeMa i NpoUeaypy BCKPbLITHA KOHBEPTOB ¢ TEHACPHLIMH 3aABKAMIH!

13) npoueaypy paccMOTPEHHS TEHASPHbLIX 3aABOK!

14) yenosus NpeaocTaBaeHis  MOTEHUNANLHLIM MOCTABLLHKAM - OTEYECTBEHHLIM  TOBAPONPOHIBOAUTENAM  NOLASPKKH.
onpeneneHubie [pasuaami:

15) yenosus BHeceHns, popmy, 00bemM 1 ¢nocod rapanTiiiHoro oGecnedeHia QoroBopa 3aKky na:

16) ceaeHus O KBaHPIKALIM COMMacHo (PopMe, VIBCPHACHHOM Y TOAHOMOYEHHBIM OPTFAHOM B 0014CTH 3APABOONPAHEHIA:

17) TpedoBaHua K TOBApam, VCTAHOBAEHHbIe raasoii 4 [pasu.

4. PasesicHeHNs TeHAEPHOI JOKYMEHTALHH
4.1. He nozaxee, uen 3a AeCATb KUIEHAAPHLIN AHEl 10 HCTEUEHHA OKOHUATENBHOIO CPOKA MPHEMA TEHACPHBLIN 3aABOK, NPH
HeoGNOAHMOCTH NOTEHUHANbHBIN MOCTABLIME 00PALLALTCA K 3aKA3HHKY, OPraHu3aTopy 3akyna 3a pasbACHEHHAMM MO TEHAEPHOT
AOKYMEHTALLIIL, HA KOTOPbIE 3aKa3YHK NN OPraHisaTop 3aKkyna He nosaHee Tpex padounx aHeil co AH NoayUeHHs 3anpoca naeT
pasbACHEHHe, HANPABAACMOE BCeM  TMOTEHUHANbHBIM  MOCTABULMKAM, MOJYHHBLWINM  TEHICPHYIO DOKYMEHTALO. Ha  1aty
TOCTYINEHNA sanpoca Oe3 YRAZAHMA ABTOPA 3anpoca,

«  +.2.B cpok He no3aHee cemil KaNeHAAPHLIX AHE 10 HCTEUEHHS OKOHYATEIbHOMO CPOKA MPHEMa TeHASPHbBIX 3A9BOK 3aKA3HHK
MM OPraHu3aTop 3akyna npH HeoONOAHUMOCTH N0 COOCTBEHHOH HHHUMATHBE HAW B OTBET HA 3aNPOChl NOTEHUHAIBHBIN
MOCTABLUMKOB BHOCAT H3MEHEHHA B TEHIEPHYID AOKYMEHTAILHIO, O HeM He3aMeANHUTEeNLHO COODLLAeTCA BCEM MOTEHUMATLHbIM
MOCTABLINKAM, KOTOPbIM [(PEICTABACHL TEHIEPHbIC 3aSBKH, Wt NONYYHBLINM TeHAEpHYIO AokymenTawio. [lpn 3tom
OKOHUATEIBHBIT CPOK NPHEMa TeHASPHLIX 3a9BOK NPOAICBAETCA HA CPOK HE MEHEE MATH KATEHIAPHBIX HEH.

5. Cpox aeiicTBis, coaepmranie,
NPeJOCTABICHIE, H3MEHCHNE 1T OT3bIB TCHIEPHBIN JASIBOK

S0 TToTeHUMANBHLIN NOCTABLWIMEK, HWIBLABHBLIHN weldHile VHACTEOBATE B TCHICPE. 10 HCTEYEHHA ORKOHUATCIABLHOTO CPOkd
[pHeMa TeHACPHBIN 3a3BOK NPEACTABIACT 3ARUIUUKY  HIH OPradusaTopy 3AKNMA B 3aleyalaHHOM BHAC TCHACPHN Y SAsMBRY .
COCTABAEHHYIO B COOTBETCTBHH C NOJOMKEHUAMH TCHACPHOI JOKYMEHTALHH.

OKOHYATEILHBII CPOK NPEICTABICHIS TEHIEPHBIX 3asBoK 10 13 yacos 45 mun. «227» despann 2022r.

Tenaeprasn 3aaBka. NOCTYNHBLIAA MO HCTEUEHHI OKOHYATEIBHOIO CPOKA NPHEMa TEHUEPHBIN 3aABOK, HC BCKPLIBACTCA |
BO3BPALLACTCA NOTCHUHAIBHOMY NOCTABLLUKY.

5.2. Cpok neficTBiS TeHAePHON 3asBKIl COCTABAST HE MEHEe COPOKA MATH KANEHIAPHLIN AHEH. HCUHCAACMBIX CO AHA
OKOHUATENLHOTO MpPHEMa TEHASPHBIX 3aaBOK. TeHlepHas 3asdBka, umelolwlas 0Oonee KOPOTKHIT CPOK AeHiCTBHA. NOLISKUI
OTKAOHEHHEDY.

33, TennepHas 3afBKa COCTONT M3 OCHOBHOM 4ACTH. TENHUYCCKON UYaCTH M FapaHTHIHONO oGecneueHnsa. B cayuae
NPUBJICUEHNA COUCNONHNTEN, NOTEHUHANBbHBIT MOCTABUIMK TAKAE npuaaracT kK TCH.JePIlOﬁ 3aABKE NOKYMEHTBI, VKA3AHHbIC B
wanyHkTax 2), 3), 4). 5), 6) n 7) nyukra 58 [1pasun.

P 3.4, OcHoBHas 4acTb TEHACPHOI 3aABKH CONEPMHIT:

1) 3a4BKY Ha yuacTue B Tewjaepe no (opme, YTBEPUIEHHOI YNOAHOMOUYEHHLIM OPraHoM B 00acTH 3apasBooxpaHeHus. Ha
SIEKTPOHHOM  HOCHTESle  MPeacTaBasercs OMHCL MPHAAraeMbIN K 3aABKe JOKYMEHTOB 1o (opme,  YTBEPIKACHHON
VIMOJHOMOYEHHBIM OPraHomM B 001acTH 31paBooXpaHeHHA;

3] KOMWKY CBHACTE/ILCTRA © FL}L‘_\,’Ji‘lPL"i’Bt‘III'iL’Jﬁ PErHCTPALLITH (nepeperueTpaun ) I0pHInieckara anua oo CNPAaBRY o
TOCY AAPCTBCHHON PErHCTPALNH {TICPEPLTHCTPAUHH) FOPHANHYCCKOTO JH L

3) KOO yoTaga A8 ROPHAHYCCROro Jiua (B cayHde. ecln B YCTABL HC YKA3dH COCTUB }Hp:‘,ll!tt.k‘ﬁ. YHACTHHEOB HaH
AKUHOHCPOB. Takye NpeicTaBlisne I'CHA BbIMHCKA O cocTase _\‘JPQJIITC.-'ICI"I, VUACTHHKOB W KO YUPpCeIHTe/IbHOTO doroeopa Wil
BLITHCKA 13 peecTpa AeHCTBY UL AepykaTeell akiuii nocie natsl 00bsiBACHI )

4) KOMHIO [OKYMEHTd, NPEAOCTAB/SIOWEr0 NPABO HA OCYLLECTBACHHE MPEAINPHHHUMATENLCKON AedaTenbHOCTH  Oe3
00pasoBaHis  HOPUAHYECKOTO  JHUA,  BLILAHHOIO  COOTBETCTBYIOLWNM  FOCYAAPCTBEHHLIM - OPFAHOM,  KOMHIO  AOKYMEHTA,
YAOCTOBEPAM LY HO THUHOCTb:

5) KOMUK COOTBETCTBYIOLIN THUEH3HIT HA (JAPMALEBTHUECKVIO NeATENLHOCTD H (M) Ha OCyLUeCTBIeHe AeATeIbHOCTH B
chepe 000POTA HAPKOTHHECKNN CPEACTB, NCHXOTPONHLIX BEIWIECTE H NPEKYPCOPOB, YBEAOMACHUA O HANAIC HIH MPCRPALLCHI
AeATEeNLHOCTH 10 ONTOBOH 1 {171 pt.'ISHIi‘IIllJI:J] peainsauin MelHUHHCKHA H3aenuid audo B BHAC MIEKTPOHHOTO JOKYMEHT.
MONYYEHHBIX B COOTBETCTBHM ¢ 3akoHom "O pajpeweHiax i YBeIOMISHUAX", CBeAeHHS O KOTOPBIX AOATBEPAAAROTCA B
HHPOPMALHOHHBIX CHCTEMAN FOCYAAPCTBEHHBIN OPraHoB, B ciayuae OTCYTCTBHA CBedeHUIl B HH(POPMAUHOHHBIN CHCTEMAN
FOCYAAPCTBEHHBLIN  OPFaHOB,  NOTEHUHANbHBIL  MOCTABUNE — NPCACTABIAST  HOTAPHAILHO  VIOCTOBEPCHHYIO  KOMIIO
COOTBETCTBYIOULEH THUEH3HN HA (PAPMALEBTIYECKYIO JeATeNbHOCTL i (MIH) HA OCYWECTBACHHE AeATENbHOCTH B cepe 0dopoTa
HAPKOTHYECKIX CPEACTB, NCHXOTPONMHBIX BCIECTE I NPERYPCOPOB, YBEAOMICHHA O HAYAIE WM NPEKPALLEHIN AEATEABHOCTI N0
ONTOBON M (11711) POSHUYHOI PeaNH3ALHN MeAULMHCKIX H31eaHil, NOAYUeHHbIX B COOTBETCTBHH ¢ 3akoHom "O paspewicHusx n
yBEAOMIEHHAN":

6) cBeAeHIA 00 OTCVTCTBHI (HATHUMH) HATOTOBOM 3a10/KEHHOCTH HAOTOMIATENbLWIKD, 3400/KEHHOCTH 00 0051 34TC/ IbHbIM
NMEHCHOHHBIM B3IHOCAM, 00H3aTENbLHbLIM []pO(l)dCCIIOHCL‘Ibe]'H NEHCHOHHBIM BIHOCAM, COUMANBHEIM OTYHCICHHAM H OTHHCISHHAM 1



(nan) B3HOCAM Ha 00A3aTEIBHOEC  COLHATBHOE MEIMUMHCKOE CTPaxOBaHHE, MOJVUEHHBIE NOCpeacTBoM  Bed-nopTana
«INEKTPOHHOIO NPABUTENLCTBA» HE PaHee OOHOTO MECAUA. MPeIeCTBYHOUIErO 1aTe BCKPBITHA KOHBEPTOB!
7) konuu cepTrdurator (NpH HaaIHUYHK):
0 COOTBETCTBHH OOBLEKTA H NPOU3BOIACTEBA TpeboBaAHUAM Hadnexawei npouseoacTeeHHON npakTHkH (GMP);
0 cooTBeTCTBUN 00bekTa TpeboBaHam Haanexkauteil ancTpndsioTopekoil npaktiin (GDP):
0 COOTBETCTBHI 00bekTa TpeGoBaHnam Haanexaueil anteynoil npakturkn (GPP);

&) uenoBoe npeanosketine no Gopme. VIBEP/KISHHON VAOAHOMOUSHHBLIM OPraHoM B 001aCTH 3APABOOXPAHEHIS;

Q) OPHTHHAT JOKVMEHTA, NoOATEERRAAIOUIETO BHECEHHE FEI[’)El!IT]Iﬁ HOT O 06€C neveHa TeH,"lepHOi'{ 3AABKH,

5.5, TexnHveckas yacTh TeHAePHOT 3aABKH CONSPIKIT:

I) TexHnueckie cneundukaliy ¢ YKasaHHem TOYHLIN TEXHHUECKHX XapaKTEPHCTHK 3a8BASHHBIX JEKAPCTBEHHBIX CPEACTR H
(MAM) MEIHUMHCKUN H31eHil, (HapmMaLeBTHUECKOH YCNYTH Ha OVMakHOM HOCHTENe (MPH 3afABAEHHI MEIHILNHCKON TEXHHKH.
TAKIKE HA MEKTPOHHOM HocHTene B (hopmare docx);

2) KOMHK A0KYMEHTA O rOCYIapCcTBEHHOH perHcTpauly NeKapcTBEHHOro CpeicTBa M (MAW) MEAHUMHCKOro n3jenus nndo
3aKAK0UEHIA (paspelleHa) VIOIHOMOUEHHOTO oprada B o0nacTi 3IpaBooxpaHeHis Ha BBO3 W npumenenne B Pecnvonnke
Kazaxcran:

Ha BBe3eHHbIE 1t Npon3BeaeHHbIC HAa TeppuTopii PecnyGnnkn Kazaxerad 10 neTeueHna cpoka AefCTBHA pericTpauioHHOro
VOOCTOBEPCHUA — EKAPCTBEHHbIE  CpencTBa M (HAM)  MEAHUMHCKHE  W31eaua  NPeacTaBAsiOTCA:  KOMHH  JOKYMEHTa.
NOATBEPHAAOUIETO €T0 BBO3 YEPes rocyapcTBeHHyo rpanuy PecnyOanki KasaxcrtaH. ero onpuxoaoBaHie noTeHUHa bHbIM
NOCTABULHKOM:  MPOU3BOACTBO  OTEYECTBEHHBIMH  TOBAPOMPOH3IBOAMTENEM. 3AKAIOUCHIE O OE30MacHOCTH, BbLIAHHOE B
VCTAHOBAEHHOM 3aKOHOIATENLCTBOM NOPAIKE;

3) npn HeoOXOAMMOCTH KOMHIO aKTa CAHUTAPHO-IMIAESMHOIOMHUYECKOro 00CAeI0BANA O Hatuyui "xono10soil uenu" ¢
0aToil BbIAAYH 32 OAMH M MEHee rod A0 1aThl BCKPLITHA KOHBEPTOB C 3afBKAMIM, €CIH NOTEHUHANLHLIM NOCTABLUIHKOM He
npeacTasieH cepTHhukat naatexaueit auetpnosioTopekoi npaktiki (GDP) win Hazaewalieli NpoH3BOACTBREHHON MPAKTHRN
(GMP). unn Haanemaweii anteurodi npaktukn (GPP).

3.6. Bumecte ¢ TensepHoii 3aapkofl noTeHUMANbHLINT NOCTABLUIMK BHOCHT rapaHTHillioe ofiecnedenne B pa3vMepe oaH~
MPOLUEHTA OT CYMMBI, BbIIEI@HHOI A9 3aKyna TOBAPOB.

3.7. NapanTtuiinoe obecneueHne TeHAEPHOIT 3a9BKI (1anee - rapaHTHITHOE ofecneueHe) NpeacTaBAseTes B BiIe:

I} rapaHTHITHOTO NCHEKHOTO B3HOCA, KOTOPLIT BHOCHTCA Ha GAHKOBCKIT CHET 3aKAIUHKA I OPraHn3aTopa sakyna Anto Ha
CHET, NPeavCMOTPeHHbIH GlomkeTHbIM 3aKoHOaTeAbCTROM PecnyGankn KasaxcTan 118 OpraHn3atopoB 3arvia. SBISIOLLNCS
rOCYAaPCTBCHHBIMI OPraHamMi M rocy 1apcTBEHHBIMI VUPEHTEHHAMU,

2) GaHKOBCKOH rapaHTHi Mo GopMe, YTBEPKACHHOIT YNIOJHOMOUSHHBIM OPranoM B 001acTH 31pABOOXPAHEH N (MPHAOKEHHE

St

3.8. lapanTniinoe obecnevueHye BO3BPALLACTCA NOTEHUNHANLHOMY NOCTABLLHKY B TEUSHHE NSTH padounx QHell B cayuasx:

I'} 0T3bIBA TEHAEPHOIT 3a8BKH NOTEHLHANBHBIM NOCTABLLHKOM 10 HCTEHEHHA OKOHYATENBHOTO CPOKA HX MpHEMa:

2) OTKNOHEHUA TEHAEPHON 3aABKH N0 OCHOBAHNIO HECOOTBETCTBIA NONOKCHHAM TEHIACPHOIT 1OKYMEHTaLNN:

3) npu3Hanua nobennTenem TeHIepa APYroro NOTEHUHAILHOrO NOCTABLLIKA!

4) npekpatlerua npouenyp sakyna 6e3 onpeeneHua nodeanTens TeHiepa;

3) BCTYNAEHUA B CHAY A0TOBOPA 3aKYNA 1 BHECEHNA ModelnTe emM TeHaepa rapaHTiiHoro odecneueHns HenomHe s
A0roBOpa 3aKkyna.

5.10. MapauTuiitHoe ofecneyeHie He BO3IBPALLASTCS NOTEHLHATLHOMY NOCTABLLHKY, €CAH OH:

[) OH 0TO3BAN MM U3MEHHT TEHAEPHYIO 3a9BKY NOCIE HCTEUEHHS OKOHYATEILHOMO CPOKA MPHEMA TEHAEPHBIN 3a8BOK;

2) nofeanTens VKIOHIICS OT 3aKIHOUeHHS I0TOBOPA 3aKVNa WAH 10roBopa Ha okazaliie GapMaleBTHUeCKHX YCaVT nocne
npu3HaHua nodeanTenem TeHaepa;

3) oH npuznad noGeauTenem 1 He BHec THO0 HECBOCBPEMEHHO BHEC rapaHTHiiHoe obecneterie 10roBopa 3akyna Hint
A0roBOPA Ha OKa3aHHe (JapMalueBTHUYECKHX YCIVT.

-

LleHbl TenaeplbIX 3as8BOK NOTEHUHAIBHBIX MOCTABUIHKOR 10/4KHbI ObITh BbIPakeHbl B TEHTE,

5.11. TloteHunanbHblil NOCTABIWIWK ApH  HEOOXOAHMOCTH OT3ILIBAET 3a4BKY B TMHCBMEHHOI dQopyme 100 HCTeueHus
OKOHYATE/ILHOrO CPOKA HX MpHEMA,

5.12. He nonyckaetcs BHeceHHe H3MEHEHHl B TeHIEpHbIe 3afBKM MOCAE HCTEHEHMS CPOKa MPeACTABISHHA TEHASPHbIX
3aABOK.

5.13. Tenaepuas 3adBka neuartaetcs AHOO MULIETCH HECMBIBAEMbBIMH UEPHNAAME, TMPEICTABAACTCA B MPOIWHTOM U
NPOHYMEPOBAHHOM BHAE, NOCNEAHAA CTPAHHULA CKPENAASTCA NOAMICLIO NPEICTABHTENS MOTEHUNANBHOTO NOCTABLLMKA,

He ponyckaercs BHeCEHUe B TEKCT TEHAGPHOI 3afABKH BCTABOK MEWIAY CTPOKAMM, MOATHPOK HWIH TMPUNHCOK. 3a
HCKIHOYEHHEM Chvuaen HeO(I).\'O,ﬁIIMOCTH I1CI'Ip'dBﬂ€H[!ﬂ T;’]BM!\!RTIILIECI\'II\ HIH apli(‘ll\lETl'l'-JECI\‘IIN ONBoK,

Texnnueckan cneundukaia npeicTaBASeTCs B NPOLWINTOM 11 POHYMEPOBAHHOM BHIE, NOCNCAHAA CTPAHHLA CKPENNAeTCs
NOAMHCHIO NPEACTABHTENN MOTEHUHANLHOTO MOCTABLLHKA.

TexHnueckas cneundmkauns TeHAEPHOIT 3aaBKH W OpuruHan rapanThiinoro ofecnedenns 3akyna MpHEIAOBIBAIOTC K
TEHAEPHOIT 3aABKE OTACALHO H 3aMeUaThiBAIOTCA ¢ TEHAEPHOIT 3aABKOIT B OTHH KOHBEPT.

5.15. KoHpepT coaeps#uT HauMeHOBAHHE M IOPHAHYECKHIT anpec NOTEeHUHANLHOrO MOCTABLIMKA, NOAAEHKHT aapecaunn
Jaka3tuKky Wi OpraHu3zaTtopy 3akyvna no ampecy, YKasaHHoMY B TeHAepHoil A0KyMeHTalnu, u coaepskuT ciora «Teuaep no
3AKYNKY MeAHUHHCKRHX n3aenuii va 2022 roa» u «He BekpoiBath 10 14.00 yac 22 gerpana 2022r.»

6. BekpbITHE KOHBEPTOB ¢ TEHAEPHBLIMH 3asiBKAMN
6.1. KousepTsl ¢ TeHIEPHBIMHU 3aABKAMIl BCKPBIBAKOTCS TEHAEPHOIT komuccneil 8 14-00 uacor 22 derpans 2022 roza no
anpecy: r. Yers-Kamenoroper, yia. Kowkman Bapaka, 11, KI'TT na TXB «Boctouno-Kaszaxetaneknii 06.1acTHOI LeHTD
KpOBH», 0TAeA MapKeTHHIa 11 TOCYIAPCTBEHHBLIX 3aKYNOK, KoH{epeHu-3an. B npouesype BCKPbITHA KOHBEPTOB ¢
TEHACPHLIMU 3a4BKAMH MOTYT NPHCY TCTBOBATE MOTEHUHANbHbIE NOCTABLLMKH 1100 HX YNOAHOMOYEHHbIE MPEACTARBHTENH,



6.2. BekpblBas KOHBEpTBL. CeKpeTapb TEHAEPHOH KOMHCCHU OOBABMACT HAHMEHOBAHME W aapec (OTCHUHATLHbLIN
NOCTABLLMKOB, OT KOTOPbIX MOCTYMUIH TEHAEPHbIC 3aABKH, 3a8BJCHHbBIC LEHbI MO KAKIOMY 10Ty, YCJIOBHA MOCTABKH H ONAATEI,
NOPSIAOK OT3bIBA TEHAEpHLIX 3aABOK. WHAOPMALMIO O NOKYMEHTAX, COCTABIAIOWMX TCHACPHYIO 3aABKY, H BHOCHT AdHHLIC
¢Be/IeHs B NMPOTOKOJ BCKPBITHA KOHBCPTOB.

7. OuenKa i ConoCTARICHHE TEHACPHBIN 3a5IBOK

7.1. TenaepHas KOMHCCHs OCYLIECTBASET OUCHKY 1 CONOCTABASHHE TEHACPHBIX 3AABOK.

B uensx YTOUHEHWs COOTBETCTBHA MOTEHUMANLHLIX MOCTABLUHKOB KBATU(PUKALHOHHBIM TpeboBaHUAM B 4ACTH HX
HeMPHUYACTHOCTH K npouedype OaHKpOTCTBA MO0 MHKBHAAUHH  TEHICPHAA KOMHCCHA  pacCMaTpHBACT HHpopMaunio,
PA3MEUIEHHYIO HA HHTEpPHET-pecypce yNONHOMOYEHHOro OPraHa, OCYUICCTBAIOWIET0 KOHTPOIL 33 MpoBelcHHeM NpOUCAYP
OaHKpPOTCTBA THOO JIHKBIIALIHH,

7.2, TenaepHas KOMHCCHA OTKAOHAET TEHASPHYHO 3AABKY B LEJIOM HII 10 I0TY B CAyHaAN:

1) HenpeacTaBaeH s rapaHTHiiHOro odecneueHis TEHACPHOM 3aABKH B COOTBETCTBIH ¢ tpeGosannami Mpasun;

2) HenpeaCTABNCHIS KOMHH CBHACTENBCTBA O FOCY AAPCTBEHHOI PErHCTPALINN (MEPEPSTHCTPALLIIT] IOPHIHICCROTO N audo
CNpaBKi O FOCYAAPCTBEHHOI PErHCTPALLIM (NePepericTPaLLii) IOPIAHICCROTO Jiiua;

3) HenpeacTABAEHHA KOMUH yCTaBa WIH BBINHCKH O COCTaBe YUPeAMTEACH, YHACTHHKOB WAH BLIMHCKI 13 peecTpa
aepakareneii akumit Wi KOMHKM Y4peanTeIbHOTO A0roBOpa B CAYUanX, npeaycMotpedtbin Mpasnaamu;

4)  HenpeacTaBaeHMA  KOMMH  1OKYMEHTA. NPEAOCTABIAIOWEro MPao  Ha  OCYVUIECTBACHIE NpeanpUHUMATENBCKO
neaTelbHOCTH O3 00pa3oBaHUs HOPHIANYECKOTO JHUA. BhIAGHHOIO COOTBETCTBYHOLLNM [OCYIdPCTBEHHBIM OPTaHOM, KOMHH
JOKYMEHTA, Y 10CTOBEPAIOULETO JHYHOCTb (115 (PU3MHECKOTO [HUA, OCY WECTBAMIOWEr0 NPEANPHHUMATENBCKYIO A TEIbHOCTL):

5) HenpeacTaBAeHMA KOMMH paspelweHnii (yseaomiaennii) anGo paspeweHnii (YBEAOMACHHIT) B BHAC DNEKTPOHHOIO
AOKYMEHTA. [0y HEHHBIN (HAMNPABIASHHbLIX) B COOTBETCTBHH € 3AKOHOAATEILCTBOM PecnyvOnukn Kasaxcran o paspewiediax 1
_\.'Bt‘.ﬂ.(ﬂ\l."h‘?.‘l*lllﬂ\. CBeleHHA O KOTOpPbLIX noan I]\:p}i{JaI{)TCH B Hi—l(bu])'\lﬂLI.HCJHI-Ib[.\' CHCTEMAN TOCY J&'IpCTBCHHI:I\ OpraHus. AHOO
HenpeACTABICH IS HOTAPHAILHO 3ACBHISTENLCTBOBAHHBIN KOMHIT COOTBETCTBYOLLErO Paspelletig (YBCAOMACHIA ). TOAYHeHHOTO
‘HaNpaBeHHOr0) B COOTBETCTBHN € 3akoHonaTenscTBom PecnyOnnki Ka3axeTan O paspelieHuax i yBeloMACHUAN B Cayuae

s TCYTCTBHA CBEACHMIT B HH(POPMALMOHHBIX CHCTEMAX TOCY AAPCTBEHHBIX OPralos;

6) HenpeaCTaBAeH s CBeleH il 00 OTCYTCTBHI (HANYIH) HANOTOBOI 3a10/KEHHOCTH HANOTOM/IATEbLULIKA. 3AA0NASHHOCTH
10 0083aTe/bHBLIM NEHCHOHHBIM B3HOCAM. 003aTeAbHbIM NPO(ECCHOHANLHBIM NEHCHOHHBIM B3HOCAM. COUMATLHLIM OTHHCICHHAM
W OTHHCASHHSM 1 (1171) B3HOCAM HA 00A3aTelbHOE COLMANLHOE MEIHLMHCKOE CTPAXOBAHHE, MOAYYEHHBIX MOCPeACTBOM Bed-
MOPTANA (3AEKTPOHHOTO NPABHTENbCTBAY HE PAHEE OAHOTO MECHLA, NPEIIISCTBYIOWErO AaTe BCKPLITHA KOHBEPTOB:

7)) HATMUHA B CBEACHHAX  COOTBETCTBYHOWETO OpraHa  roCyaapeTBeHHBIN - JONOIAVE HHGOPMEIKE 0 HATOTOBOI
AM0MKEHHOCT I, 3AA0MKEHHOCTH M0 00A3aTebHBIM NEHCHOHHBIM B3HOCAM, 00A3aTeNLHbIM NPO(eCCHOHANBHBIM NEHCHOHHBIM
BIHOCAM. COLUANBHBIM OTHHCISHHAM, OTUHCASHHAM 1 (HAM) B3HOCAM Ha 00A3aTeIbHOC COUMATBHOE MEANLIHCKOC CTPAXOBAHIE
(38 HCKHOMEHHEM CYMM. 110 KOTOPBIM H3MEHEHbI CPOKH YILIATHI, HE OTPAKEHHBIN B OOLLETT Cy MME 3a10JUKEHHOCTI):

8) HeMpeACTABACH I TEXHHYECKOI Crieun(pHKALIN B COOTBETCTBIN € TPEOOBAHHAMU HACTOALLIX [Mpasun:

9) npeacTaBAeHMs NOTEHUNANBHBIM IOCTABLUHKOM TEXHHUECKOT crneunduKkaLI, He COOTBETCTBYIOWEH TpeGoBaHaw
TeHAepHON 10Ky MeHTauni 1 Hactoswnx [pasu,

10) yeranosaeHus (axTa NPEACTABAEHMS HELOCTOBEPHOI  HHpOpMALK N0 KBATH(UKALHOHHBIM - TpeBoBaHHAM 1
TPeGOBAHMAM K JIeKAPCTBEHHBIN CPEACTBAM H (HAH) MEIMIITHCKUM H3ACTHAM I ) CAYTAM. OPHOOPETACMBIM B PAMEAN HACTOSALLLIN
Hpasua:

I'1) NPHYACTHOCTH K MpoLedype OaHKPOTCTBA JHOO THKBIAALIN:

12) HenpeacTaBAeHHs LOKYMEHTOB, NOATBEP/KAAIOWMN COOTBETCTBHE MPEANaracMbiX JEKapCTBEHHbIN CPEICTE H (1)
METHUMHCKHN 132U, (apMaLeBTHICCKIX Yeayr TpedoBaHIAM, NPEIYCMOTPEHHbIM riasoii 4 Hacroawnx Hpasna:

[3) HenpencTaBieHus Npi HEOOXOAUMOCTH KOMII QKTd CAHHTAPHO-IMHAEMHONOMHYECKOTO obcnenoBalna O HATHYHH
"XON0M0BOI wenu”, 3a MCKAIOYEHMEM CAVHACB MPeACTaBAeHHA MOTEHUNANLHLIM MOCTABLLMKOM CepThH(HKaTa Haeskalle

= quctpudbiotopekoit npaxktikn (GDP), oTeqecTBEHHBIM TOBAPONPON3BOINTEIEM — cepTHpHKATa O COOTBETCTBHN 00bEKTA
tpeGoBaniam HaaleKaluell npoussoacTeeHHoil npaktnky (GMP), ceprudmkata Haaneskalledt anrednoii npaktuku (GPP) npu
3aKyne papMaueBTHUECKHX YCAVT!

[4) ecau  TexHHUeCKas XapakTepHCTHKA  3aaBAHHON  MEIMIHCKOH  TeXHURI  He  COOTBETCTBYCT TeXHHYECKOI
XAPAKTEPHCTIKE 1 (M) KOMMACKTALMN, ONPeAeeHoi PerncTpauioHHBIM YI0CTOBEPEHHEM H (1L1H) PerHCTPALHOHHBIM 10ChE:

|5) HECOOTBETCTRI TPEOOBAHNAM NYHKTA 16 HacToswmx [Tpagii:

16) veranosneHHbIx nyHKTami 22, 29 nactoswnx [Npasin:

[7) ecat TeHaepas 3aneka iMeeT Goee KOPOTKII CPOK ACHCTBUA, UEM YRA3AHO B YCAOBHAN TEeHAEPHON JOKYMEHTALHN]

18) HenpeaCTaBAeHHs LEHOBOIO NMPEANOKEHHA 100 NPEACTABACHHSA UCHOBOTO NPLIOACHHA HE NO Gopme, YTBEPHLEHHOT
VIOAHOMOUCHHBIM OPFaHOM B 00NACTH 3APABOONPAHEHII

19) npeactaBieHns NOTEHUHAIbHBIM NOCTABILHKOM UEHB! HA JIEKAPCTBEHHOE CPEACTBO 1 (1K) MEAHUIHCKOE HIACHE,
MpeBbILAIOLEH LeHY, BLIICNSHHYIO A8 3aKyNa 10 COOTBETCTBYIOWEMY J0TY, H (HAM) NPeAeibHyI0 UCHY HA MERAYHAPOAHOE
HENATEHTOBAHHOE HAUMEHOBAHHE H NPEISAbHY K LEHY HA TOProBOe HAHMEHOBAHE!

20) npeacTaBneHHA TeHASPHOI 3aABKH B HENPOWMTOM BHIS. ¢ HENPOHYMEPOBAHHBIMH CTPAHHLAMH, HEe CRpenIeHHO
MOAMHCHIO, §€3 YKA3aHHA HA KOHBEPTE HAHMEHOBAHUA HAH KOPHANYECKOTO AAPeca MOTeHUHAILHOTO NOCTABLULIKA, 3aKA3UIKA HAN
OpraHH3aTopa 3aKyna;

21) HecOOTBETCTEHA NOTEHUHANLHOTO MOCTABUIMKA ¢ (HIH) COHCHONHHTENR  NPeIbABIACMbIM KBATH(PHKALLHOHHBIM
TpeboBaHHAM:

22) yetanosaeHusa (pakta aduanpoBaliocTi B Hapy weHe TpedoBaHIA HACTOALLIN [Mpasun.

7.3. Ecnu TeHaep B UEAOM WM KAKOI-MHOO ero J0T NpH3HAHLI HECOCTOABLIMMNCA, 3AKASHHK WAH OPFAHH3ATOP 3aryna
I3MEHAIOT COMEPAHIE H YCA0BHS TEHIEPa H MPOBOAAT NOBTOPHBIT TeHACP B COOTBETCTRII ¢ Pa3icioM 2 [pasua.

7.4. Ecan Tenaep B UeA0M 11 KaKoii-11G0 JOT NPH3HAHBL HECOCTOABLINMHCA M0 OCHOBAHNIO NOAAYH TONLKO OIHOI 3aABKH.
COOTBETCTBYOMIEH TPEGOBAHUAM TEHAEPHOI LOKYMEHTALMHN, TO 3aKA34HKOM HIH OPFaHi3aTOPOM 3aKyNa OCYECTBAACTCA 3aky 1l
Cnoco0oM M3 OAHOTO HCTOMHHEKED Y MOTEHUHANLHOTO NOCTABLULHKL. NOAABLICIO JAHHYHO 3aABKY.



7.5. 3akyn cnoco0om TeHIepa WM ero Kakoil - And0 70T MPH3IHAKTCA HECOCTOABLIHMUCA NO OAHOMY H3 CNEAYHOLLMN
OCHOBAHNIT:

1) OTCYTCTBHE TEHAEPHBIN 3a59BOK:

2) OTKAOHEHHE BCEN TEHAEPHBIX 3aABOK MOTEHUHANLHBIX NOCTABWIMKOB,

7.6. MMobeanTens Tewaepa Onpeacnsercs cpean NOTeHUHATbHBIX NOCTABLLNKOB, TEHAEPHBIE 3AABKH KOTOPLIN MPH3HAHDI
TEHAEPHOIN  KOMHCCHEN COOTBETCTBYIOWMMH  YCAOBHAM 00bABAeHHs W TpeGosannam HacToauwwx [Tlpana. na ocHose
HAHMEHBLLIETO LEHOBOTO MPeaNoKeHHa.

B oTcyTeTBUE KOHKYPEHLHH N0 JOTY HAN MPH OTKAOHEHIN TEHASPHBIX 3a8B0K KOHKYPEHTOB N0 10TY nodeantenem TeHaepa
MPW3IHAETCS MOTEHUMANLHBIH MOCTABLIMK, YbA TEHAEPHAs 3asBKa MNPU3HAHA  TeHAEPHOIl  KOMHCCHe.  enNHHCTBEHHON
COOTRETCTBYIOLIEI yenosuam ofbasaeHns n TpebopaHnam HacTosawux [pasun,

8. IMpoToroa 06 uTorax Tenaepa

8.1. Hroru TEHAEPpA NOJABOIATCA B TCUCHHE NeCATH KAACHIAPHBIN IHEH €O I1HA BCKPLITHA KOHBEPTOEB C TeH.‘.'lEpr[MH
3AABKAMIL O HEM COCTABASETCA NPOTOKOM, B KOTOPLIiT BKAKOYAOTCA:

|} HAUMEHOBAHUA 1 KPATKOE OMHCAHNE JeKapCTBEHHBIX CPRACTB, MEAHLUHHCKHX W3aeauil nan GapMaleBTHYECKHX YCayr:

2} cymma 3akyna;

3) HaNMEHORAHHSA, MEeCTOHAXOWKIeHHe I KRATHM(MIKALMOHHBIE AaHHbIEe MOTEHUHANBHLIX MOCTABLLHKOB, MPeACTABUBLLNY
TEHJJE,’prIe JAABKH,

4) uena n Apyrue yeaoBua Kaxkaoi TEHAEPHON 3a9BKH B COOTBETCTBHII € TEHACPHOI TOKYMEHTALLIE:

5} U3N0WEHNE OUEHKH W CONOCTARIEHNS TEHAEPHBIN 3dAB0OK!

) OCHOBAHNS OTKQHEH!A TEHASPHBIX 3a3AR0OK,

T) HaMeHoBanHa M MeCTOHaNOKAeHHe nodennTens (e} no kamiomy 10TV TeHaepa H VYCAOBHA, MO KOTOPLIM OfpeieneH
nooeanTe b, ¢ YKa3aHHeM TOProBoro HaHMeoBamis;

8) HanmeHoBaHUg W MECTOHANONAEHHE YUACTHHRA Ka)K10To 10Ta TeHAepa. NpellokeHie KOTOPOro SBASeTCA BTOPLIM nocie
npeanoxeHns nodeanTeNs. ¢ ykazaHHeM TOProeoro HaHMeHoBaHA: Ty

9} ocHoBanua, ecin nodeanTenb TEHAEPA HE ONpeaeeH; ~

10) cpok. B TeYEHHE KOTOPOTO HAONEKHT 3AKMOUHTL J0FOBOP 3aKVNa;

I'1) nHthopmauna o NpHBACUEHHI IKCNEPTHO KOMHCCHH.

8.2. B TeueHwe Thex KaleHIapHbIX AHEH €O AHA NOIABENEHHS HTOrOB TEHIACPpa 3aKasvuk HIH OpraHuiatop 3aKyna
YBEOOMITAKOT NOTCHUMANBHBIX NOCTABWHWKOB, NPHHABLINN YHACTHE B TCHASpE., O pe3vibTaTax TCHAEPpa MNVTEM pa3MelleHUA
NPOTOKOAA HTOTOB HA HHTCPHET-PECYPCE 3aKa3 UK HIH OpPraHi3aTopa 3aKyna.

8.3. [poTokon 06 nTorax TeHoepa pa3MeUIdeTes HA HHTEPHET-pecypce 3aKkasiuka Hin opraHusaropa 3akyna. Oprasusarop
3aKvia B TeUeHHe Tpex KaldeHIapHbIX AHell CO IHA MOJReIeHHs HTOTOB HANpariseT 3aka3uMKy 3aBepeHHbIe KONHW NPOToKONa
HTOTOB 3aKVNa W TeXHHYECKVHO CNeUH(pHKALHIO JeKAPCTBEHHBIX CPEICTB M (M) MEAHLNMHCKUX n3aennii nobeanrens.

9. [Mopsaok 3akrioyenis 10roBopa o 3aKyne

9.1. 3akasunk B TeueHHe NATH KaneHapHbIX AHeil Co IHA NOABENEHHA HTOTOB TeHAepa NGO NONYUEHHA HTOTOB 3aKyna oT
OPraHn3aTopa 3aKyna HanpaengeT NOTEHLHATLHOMY MOCTABIINKY MOAMHCAHHBIN 10r0BOP 3aKkyna, coctasngensiil no ¢opme.
VTBEPIKIACHHBIM Y TOJTHOMOUEHHBIM OpraHom B oGnacTh 3apaeooxpareris (Hpuaousenne 9).

0.2, B Teuenye gecati padounx AHe co IHS NOAVHEHHS 10TOROPA NoGeIHTE b TEHAepa NOANUCLIBAET ero THG0 NHCbMEHHO
VBEOMASIET 3aKa3H MK O HECOMIACHH € €ro YCAOBUAMHU WK OTKA3e 0T NOANHCAHIA.

HBHPCQCTHBJ’I&!HIIE B }'I\"d'iﬁHHblﬁ CPOI( NOAMHCAHHOMO 10roBopa HWAH YBEIOMJACHHA O HeCornacHu ¢ YCIOBHAMH cyuHTaeTCH
OTKa30M OT ero 3akitodenns. Cpok paspelieHia pasHornacHii He npesbiaeT ABYX padoix aHeil.

9.3. Jloroop 3akynma MAH J1OrOBOP Ha OKazaHue (apMaleBTHHECKHX VCAVT BCTYNAIOT B CHIY €O AHA NOANMCAHHA ero
YIOIHOMOYEHHBIMH  MPEACTABHTENSIMH  CTOPOH. CCAH  HHOC HE MPEeAYCMOTPEHO 3aKOHOIATENbHBIMI akTamu Pecnydm
Kasaxcra. e

. 9.4, Ecnu nobeanTtens TeHaepa VKIOHWICH OT MOANHCAHIS JOM0BOPa 3aKyNa Wil 10rosopa Ha okasaHue (papmauesTHIeCKHN
VCAYT B VCTAHOBIGHHBII CPOK WIH HE YBEIOMI 3AKA3UHKA O HECOTaCHi ¢ ero YCIOBHAMIL TO 3aKa3UiK 3aKTH0HALT J0r0BOp C
YUACTHHKOM TEHAEpPa, COOTBETCTBYHOLIMM TpeGoBaHuaM HacToAWNN TpaBua. W LEHOBOE TNPEeATOKEHHE KOTOPOrQ sBiAeTCs
BTOPbIM MOC/IE NpeanoMmeHs nobeanrens.

0.5. He nonyckaercs BHeCeHHe KakuX-1100 n3meHeHuii it (11n) HOBbIX VCI0BHIT B 10rOBOP (33 HCKIOUEHHEM YMEHbLIEHHA
LEHb! IEKAPCTBEHHBIX CPENCTB M (/M) MEAHUMHCKHX H3AeNH i, 00beMa), KOTOPbIE U3MEHSIOT COAEPIKAHNE NMPEANOKEHIs.
SIBUBILIEFOCA OCHOBOI 119 BbIGOPA MOCTABILMKA, B TOM HHCAE 3AMEHA TOPrOBOIO HANMEHOBAHIA, YKA3AHHOTO B 10r0OBOPE APYTHM
TOProBbIM HAalMEHOBAHHEM,

9.6. BHeceHHe H3MEHEHHUA B 3AKTHOUEHHbI T Joroeop NpH YCOOBHH HEW3IMEHHOCTH KaveCTBa H :Lp)-rux }"CJ'IOBIHVL ABHBLUKMXCH
OCHOBOIT 1715 BRIGOPA MOCTABLLIKA, T0MYCKAETC:

|} N0 B3aNMHOMY COTAACHIO CTOPOH B HACTH YMEHBLLUEHNA LeHbl HA JeKAPCTBEHHbIE CPEACTBA I (1H) MEANLLITHCKHE
H30eHA W COOTBETCTBEHHO LEHbL! 10rOBOpA;

2) Mo B3AMMHOMY COMACHIO CTOPOH B MACTH YMEHBLIEHIHS 00LEMA IEKAPCTBEHHBIN CPEACTS 1 (HI1H) MEAHLIMHCKUN H3AeN il
(hapMaueBTHUSCKHX YCVT,

9.7. lonyckaeTca nposeaetie neperoBopoB 3akasiiKkoM MO0 OPraHi3aTopoM 3aKyna ¢ NOTeHUHATbHBIM MOCTABLLHKOM,
MPH3HAHHBIM MOOSINTENEM TEHIEPA. C LebIO YMEHbLEHUA LEHb! JEKAPCTBEHHBIX CPEACTB M (HIH) MEIHLHHCKHUX H3aeanil oo
LbapuaueBTnuecmﬁ YCAVrH 00 NOONHCaHHAa JOTOBOPa 3akyna 0 JO0roBopa Ha Oka3aHHue (bapMEiL[eBTII‘IECKIIX YCAXT, €
NpUMeHeHHeM ayano- i siteoukecawnn. [loreHunanbHbiil NOCTABLINK NPHHUMAET PeLIEHHE MO CBOEMY YCMOTPEHIIO O COrfaci
HITH HECOTIIACHI HA YMEHbLUIEHHE LEHb! IEKAPCTBEHHBIX CPECTB 1 (AN} MEAHLHHCKHX H3AANIT AN hapMauesTHHeCKoil Yeay i,
UTO He ABNAETCA OCHOBAHHEM 117 0TKa3a 3aKa3uHKoM 11100 OpraHH3aToOpOM 3aKyna B MOAMHCAHHH I0rOBOPA ¢ NOTEHLUHATbHBIM
NMOCTABIIHKOM, ]'IpIT'jHElH HbIM ﬂOﬁeﬂHTEJE\I TeHOCPA.

10. I'lopfu]mc BHeceH s odecnevyeHus HCNOAHEHHS Joropopa o 3arkyne



10.1. Coaepxanne, Gopya i YCA0BUA BHECEHNA TAPAHTHIHOIO o0eciieueHns A0T0BOPA 3aKy Ma 1IN 10r0BOPA Ha OKA3aHHE
apMaleBTHYECKNX YeiIyr (danee — rapadtiiinoe obecneucHie) ONpenestorcs 3akasziikon nii OprakisaTopoM 3akyna s
COOTBETCTBHI € NOAQKEHUAMH HACTOAWNX [Tpasii 1 NoLNekaT BRAKUCHHUIO B TCHIASPHY IO 10KY MEHTAUNIO, J0T0BOP 3aKyna nin
10r0BOP HA OKa3aHne (PapMaLeBTHHECKHIN YCAVT.

10.2. TapauTniinoe ofecneveHiie COCTABAAST TPH NPOUEHTA OT LEHbl NOTOBOPA 3AKyNA 1AM 10roBOpa Ha OKasaHue
(hapMaUeBTHYRCKUX YCIYT W MPeCTABAsETCA B Biae:

|) rapaHTHitHOro B3HOCA B BHIE ACHEKHLIX CPEACTB, PA3MELIAeMbIN B 00CAY/KIBAKOWEM DaHKe 3aKasiHKa;

2) GaHKOBCKOH rapaHTHH, BbIIAHHON B COOTBETCTBING ¢ HOPMATHBHBIMIL MPaBoBbIMH akTamu Haunonanenoro baxka
Pecnvonukn KasaxeTtat. no (popme. YTBEPAKISHHOI yNOTHOMOYEHHBIM OPFAHOM B 002CTH 31PABOOXPAHEHI.

10.3. lapanTuiinoe odecniedeHie B BHAE TFApaHTHIIHOrO B3IHOCA ACHEIKHBLIN  CPEICTB  BHOCHTCA  NOTEHUHANLHBIM
MOCTABLLMKOM Ha COOTBETCTBYIOLLHIT CUST 3aKa3HHKA.

10.4. [apanTniiHoe obecneucHe He BHOCHTCA, €C/H LCHA JA0I0BOPa 3aKVMA He MNMPeBbILacT ABYXTLICAUSKPATHOrO pasmepa
MECAYHOTO PAcUeTHOTO NOKA3ATENs HA COOTBETCTRYIOWHI (PMHAHCOBbIT TO1.

10.5. TapanTuiinoe ofecnederie HCMOAHEHNS 10TOBOPA 3aKY Nd BHOCHTCA NOCTABLLMKOM He MO3AHee AeCATi PadoinX AHel
CO [IH# er0 BCTYIUICHHA B CHIY, €CITH HM HE 1PEAYCMOTPEHO HHOE.

[apantniinoe ofecneueHiie HCNOAHEHIA 10FOBOPA 3aKY NA HE BO3BPALIACTCS 3aKA3UITKOM NOCTABLUHKY B CYUAAN:

|) pacTopierus 10r0BOPA 3aKkyNa WKW 10rOBOPA HA OKA3aHHE (apMAaucBTHHECKHN YCAVT B CBA3H € HEHCMOIHCHHEM 1N
HEHAANSKALLIM HCHOIHEHHEM MOCTABLLUIKOM A0TOBOPHBIN 00832TC1bCTE!

:} HEMCIOIHEHHA WM HCAOAHSHWA HeHalneWwaulnm U‘;.'l}‘}ﬁ}O?\l CBONN OGSI'SL‘I'Ie."IbC[B o 40roBopy NOocTaBkn (Hap)'LLl(:EHHC
CpOI(OB NOCTABKH, MOCTABRA HEKAYECTBUHHLIN JICKAPCTBCHHBIN CPELCTE, MEAHUHHCKHN H3AEJHH K Hapy WeHNe OpyYIHxs }'C:!OBIIIvI
A0rosopal;

3) HevnaTel WTPAPHLIN CAHKUNTT 38 HEUCMOAHEHUE AN HCHAANSKALLES HCMOAHEHIE. NPeIYCMOTPEHHLIX 10FOBOPOM
3aKYNa WAH I0TOBOPOM HA OKasaHue (papMaueBTHUECKHN VCYT,

11. Moaaepikka 0TEUECTREHHOTO TOBAPONPOH3BOANTENS
N’ [1.1. B cayuae, ecnu B 3aKyne Mo J0TY YHACTBYET OOMH MOTEHUNANbHBIN MOCTABILHK. SBASIOLLNACA OTEHSCTBEHHbLIM
TOBAPONPONIBOANTENEM W (UAH) NPON3BOANTENEM FOCYAAPCTB-UNeHOB EBPA3NIICKOro IKOHOMHYECKOrO COMISH, NPEICTABIBLHI]
3AABKY. COOTBETCTBYIOUIVIO YCHOBHAM OOBSBIEHHS Wi NPUIIAWEHNA Ha 3aKyn W TpebosanuaM uactosawmx [Mpasua. takoi
NOTEHUHANLHLIT NOCTABILIK NpH3HaeTes nodeauTeleM. @ 3aABKH APYTUX NOTEHUHAIbHBLIX MOCTABIINKOB aBTOMATHYECKH
OTKJIOHAIOTCA.

11.2. B choyvuae. ecan B 3akyne Mo J0TY Y4acTBYIOT asa H 00fee NOTEHUWATbHBIX MOCTABLULIMKR, ABIAOLLINCS
OTeUCCTBCHHLIMH TORAPOMPONIBOANTENAMI 1 (HAN) MNPOHIBOANTENAMI FOCYAAPCTB-Y/IeHOB EBPa3sHACKOro 3KOHOMHUSCKONO
COKO3d, 3a8BKH KOTOPbIX COOTBETCTBYIOT VCIOBHAM O0BABICHHA HAN MPHIIAWEHNHA Ha 3aKkyn M Tpebosanusam HacToswwny [Mpasu,
T0 nofeanTenb Cpelt HIY ONPeaCIsercs No HaHMEeHbIET UeHe, @ 3amBKI APy THX NOTEHUHATBHBIX [IOCTABLLIIKOB ABTOMATITECKH
OTKJAOHATCH.

11.3. Ecnu B TeHaepe, NpeanofaralollemM BO3ZMOMKHOCTb 3aKAKOUEHHs LONTOCPOYHONO 10roBopa ¢ OTedeCTBEHHBIM
ropaponponssoinTenem, noaaHa OI0HA 348BKA, COOTBETCTBYHOWAN YCIOBUAM OOBIBACHHA 1 ]'pCﬁOBElHIiﬂM HACTOHLINN I'IpaBn."I,
NOTEHLMAALHLIM [OCTABILMKOM, ABAMOUMMCA OTCHECTBEHHLIM TOBAPONPOH3BOANTENEM, C HUM 3AKIIOUASTCA 10AT0CPOUHLIT
A0FOBOP MOCTABKH.

1.4, Craryc OTEUECTBEHHOTO  TOBAPOMPOM3IBOANTENS  MOTEHUHAILHOIO  NOCTABLWIMKA  NpH  NPOBEACHHN - 3akyna
NOATBEPIKAACTCH CNEAYIOLLHMH AOKYMEHTAMMH!

1) antensieil Ha GapMAUEBTHYECKYIO 1eATeNbHOCTL MO MPON3BOACTBY JEKAPCTBEHHBIN CPEACTB H (HAH) MEAHLITHCRIN
H3AC I, NOAYUEHHOM B COOTBETCTBHIN € 3aKOHO1ATENbCTBOM Pecryfmikn KazaxcraH o paspelueHaN i yBe10MIeH AN

:) PerieTpalHOHHBIM VAOCTOBCPEHHEM Ha JCKAPCTBCHHOS CPelCTBO M MEIHUHHCKOR  H3denne, BbIIAHHBIM @B
"QOTBETCTBHI C MONOKEHMAMI Koaekea i nopsAaKOM, OnpeaefeHHbIM YIOTHOMOUSHIBLIM OPFaHOM B 00JACTH 31PABOOXPAHEHIA.

S=C VEQ3AHUEM OTEYeCTBEHHOTO TOBAPONPON3BOAHTENA B KAUeCTBE APOH3BOANTE/IL.

- Tpn 3aK10YEHUH 10TOBOPA W AOMONHHTENLHOTO COMTAMIEHNA K A0IFOCPOMHOMY 10TOBOPY MOCTABKH OTEHECTBEHHbIN
TOBAPOMPOM3RONTENL HA MOCTABIAEMbIE EKAPCTBEHHbIC CPEACTBA 1 MEAHLHHCKHE H3ASIHA NpejocTasidet cepTuduKkaT o
POHCXOAEH I TeKaPCTBEHHBIX CPEACTB, MEANUMHCKUX H3ennii Aas BHyTpeHHero obpawenna "CT R

11,5, Crarye noTeHUHANBHOTO NOCTABIIHKA-NPON3BOAHTENA TOCYIAPCTR-HIACHOB Erpazniickoro 3K0HOMHYECKOTO COHO3d
NOATBEPRAASTCA ClCAN KOWHMHN AORVMCHTAMHE

[) AnueH3nel HA (apMAUCBTHUECKYIO ACATEALHOCTL M0 NPOH3BOACTBY ACKAPCTBRHHbIN CPCACTE H (HAN) MELHUHHCKHN
M3AETHAL

2) PericTPALMOHHBIM  YAOCTOBEPEHIEM, COOTBETCTBYtOWNM [lpasuaam  peructpaunn u skeneprisel  Espasniickoro
JKOHOMHYECKOTO COt03a (cornacHo pewienmnam Cosera Epasniickoil dxonomuueckoii komuccnn o1 3 Hosdps 2016 rona Noe 78 u
o1 |12 deppans 2016 rona Ne 46).

12, Moaaepskka NPEANPHHIMATENLCROI HHHUHATHBDLI

12.1. TlpeiymecTBo Ha 3aKTI0UEHIE 10TOBOPOB B PAMKAN FAPAHTHPOBANNOINO 00beMd DECNIATHON MEAHLIHHCKON NOMOULH
W) B CHCTEMe 00A3aTeNbHOTO COLHANBHOMO MEANLHHCKOTO CTPANOBAHIA HMEIOT NOTCHUHAIbHBIC MOCTABLUINKN. NUANYHBLIC
B COOTBETCTBHM ¢ TpeBOBAaHMAMI 3aK0HOAATENbCTBA B 0GnacTh 3apaBooxpaHenus PecnyOankn Kazaxcraw cepthgukar o
COOTBETCTBHI 00beKTa TPEOOBAHHAM:

1) naaneskaleli nponspoacteeHHoit npaktuki (GMP) npi 3akyne NeKapCTBEHHbBIN CPEACTE 1 3AKAHOYCHHI J0ATOCPOYHbBIN
J10TOBOPOB 1HOCTABKH NEKAPCTBEHHBIX CPEACTE!

2) Haanexkadeii anctpudbioTopekoii npaktiky (GDP) npi 3akyne J1eKapcTBEHHbIX CPEACTB H (apMaLeBTHYSCKNX YCIVT 10
ORA3AHIIO FAPAHTHPOBAHHOTO 00bema OeCnNaTHON MEAHLLITHCKOM NOMOLLIH;

3) Hamwreskaweit anrtedHoll npakinkn (GPP) npu 3aky ne apMauesriieckiy eyl



12.2. JI78 noayueHns npermMyecTea Ha 3aKk1i0YeHHE 10T0BOPA 3aKVNA WK 10TOBOPA NOCTABKH K 3aABKE:

1) OTEYECTBEHHbIE TOBAPONPOH3BOANTENN MPH 3aKYMEe NeKapCTBEHHbIX CPEICTB H 3AKIKUEHHN J0NTOCPOUHBIX A0MOBOPOB
NOCTABKH JEKapCTBEHHBIX CPEACTBE NPHKIAABIBAOT CEPTHRHKAT O COOTBETCTBHH 00BLEKTa M APOH3BOACTBA TpedoBaHHAM
Haanexkauleil nponssoacTeeHHoN npaktukn (GMP). noayueHHbiil B cooTBeTCTBHI ¢ TpeOOBAHHAMH 3AKOHOAATENLCTRA B 001aCTH
3npasooxpanenns Pecnydnukn KasaxcraH:

2) AOTEHUHANBHBIE MOCTABILHKN NPH 3aKYNE JCKAPCTREHHBIN CPEICTE, MEAHUMHCKUX H3ACNHi | (bapl\iﬁllL‘ﬂTI!‘ICCKll\ veavr
MPHKAAABIBAT CepTHRUKAT O COOTBETCTBHN 00bLeKTa TpedosaHuam Haanewaleii aucTpudbiotopekoil npaktikn (GDP).
MOAYUEHHBIIT B COOTBETCTBHH ¢ TPeGORAHMAMH 3aKOHOAATENLCTBA B 0BnacTH 31pasooxpaHeris Pecnydankn Kazaxcrau:

3) noTenuManHble NOCTABUIMKH W (HAM) HX COMCOOAHUTENN NpH 3akyne (apmaueBTHUECKHXN YCAVE NPUKAAAbIBAKT
cepTHpHKaT 0 COOTBETCTRHH 00bekTa TpeboBaHUAM Halnekalel antedHold npaktukn (GPP), nonyyeHHblil B COOTBETCTBHN C
TpefoBaHuAMU 3aK0OHOAATeNLCTEA B 001acTH 3aparooxpaneris PecnyOnnkn Kazaxcran

12,3, Ecan B 3akyne no J0TY YYacTBYET TOMAbKO OIMH MOTCHUMAALHBI MOCTaBLUIHK. MpeacTaBHBLIKIT 3aABKY,
COOTBETCTBVIOLLYIO VCJIOBHAM 0OBABAEHHA MAN MpHrnaileHns Ha 3akyn W TpedosaHuam Hactoswnx [pasui. n ceprudukar o
coOTBeTCTBHH 00bekTa TpeboBaHHAM Haanexaleil nponisoacTBeHHoN npakTikn (GMP) wan Haanexauteil ancTpudbroTOpeKoil
npaktukn (GDP). Takoil noTeHuHanbHBIH NOCTABLNEK NPU3HASTCS NOGEIHTENEM, A 3a4BKH APVTHX NOTEHUHANbHBIN NOCTABLLHKOB
ABTOMATHYECKH OTKIOHAOTCS.

[2.4. Ecam B 3akyme mo JOTY VUACTBNVIOT IBA M 00J€e NMOTeHUHATbHBIX MOCTABLLINKA. MPEeICTABHBIINX TeHISPHbIE 3aABKI.
COOTBCTCTRYHOLLIHE YCAOBHAM OOBABACHHA WIH NPHLAAWEHNA HA 3akyh u TpedoaHuam HacToawmy [paBua. n cepTidukaTsl o
COOTBETCTBHH 00LEKTOB TpeDOBAHUAM HaAlexaueil npon3soacTeeHHO npakTurn (GMP) uan Hannexauei aAMcTpHBLITOPCKOT
npaktukl (GDP). To nobeautens cpean HHUX OMPEIEasieTCAs MO HAMMEHbUIRH UeHe. a 3afBKM APYIHN MOTEHUHANbHbIX
NOCTABLLHKOB ABTOMATHYECKH OTKIOHSIOTCA.

Ecnv B 3akyne no 7nOTY vYacTBYIOT ABa W Gofee NOTEHUMANBHBLIX MOCTABLIMKA. NPeICcTABUBIINX PEerHcTPaUHOHHOE
VAOCTOREPEHHE, MOAHOCTLIO W B TOMHOCTH COOTBETCTBYIOUEE AAHHLIM FOCVAAPCTBEHHOMO PeecTpa JeKapPCTBEHHBIN CPeacTB H
(MAH) MEAMUHHCKHN W3AENNTT. HAK HOMEP paspellernd (3aKkIIoueHns) VIOIHOMOYEHHOrO Oprala B 00JacTH 3APAB0OXPAHEHHS Ha
BBO3 JI€KAPCTBEHHOTO cpelcTBa M (MAM) MeAuuUMHckoro u3genus B PecnyGauky KasaxcraH. npeuMyllecTBeHHoe nps
NpeloCTABAACTCA NOTECHUHANBHBLIM MOCTABLIHKAM, FI}JC_'LCT;’.:IBUB!J_[H'\I PErHCTPAUHOHHOE YAOCTOBEPEHHE, MOAHOCTRHY H B TOYHCews!
COOTBETCTBVIOUIEE NaHHLIM FOCY 1APCTBEHHONO peecTpa NeKapcTBEHHBLIX CPeACTB W (1AM} MeaHUHMHCKHN H3aeanil. npH 3ToM
nobe uTeNb cpeal HUX OnperenseTca Mo HauMeHblieH UeHe. a 3aaBKH APVIHX MOTEHUHANbLHbLIN MOCTABLLHKOB aBTOMATHHECKH
OTKJIOHAKOTCA.

13. TpedoBaHus K A3bIKY TeHAEPHOIl 3aABKN

13.1. Tennepnas 3asBka. NOArOTOBAEHHAS NOTEHLUMANLHBIM MOCTABLLMKOM, a Takke BCA KOPPECTMOHIEHUMA H NOKYMEHTbI
KacaTe1bHO TEHAEPHOH 3agBKH COCTABIAIOTCA H MPEACTABNAOTCA HA A3bIKE B COOTBETCTBHH C 3aKoHodaTenbeTBoM PecnyOnukn
Kasaxcran. ConpoBoauTtenbHas NOKYMEHTALMg M MeuaTHas JHTepaTypa. ApelocTaBifeMble MOTEHUHANLHBIM MOCTABLLIHKOM,
MOrYT ObITh COCTABMEHbI Ha JIPYroM A3blKe MpH  YCIOBHIL UTO K HUM OyIeT npuaaraTees TOUHbIE, HOTapHAlbHO
3aCBHACTENLCTBOBAHHBIN NEPEBOA COOTBETCTBYIOLINX PA3ICNOB HA A3bIKE TECHAEPHON 3a4BKH, W B 3TOM CIyyae, B UENAX
HHTEPMNpPETALHH TEHACPHOIT 3asBKH, NPEUMYLLECTBO OYAYT HMETh T0KYMEHTbI. COCTABICHHBIE HA TOCYIAPCTBEHHOM WIIH PYCCKOM
a3bike. JIoroBop COCTABNARTCA HA FOCYIAPCTREHHOM H/HAH PYCCKOM A3bIKAX.



