«YTBEPXIAIO»
W.0. mepBOro 3amecTuTeNs JUPEKTOPa
rJIaBHOTO uHkeHepa gprmana [IAO
«MPCK LlenTpa» - «TamGoBanepro»

/&’ (7 ( ) —/T.A. KOCEHKOB

«05 *J 40 2018 r

TEXHUYECKOE 3AJAHHUE

Ha nocTtaBKy MeauuuHckux npenapartos Jlot Ne 401F

1.061as yacTs.

1.1. TIAO «MPCK [llenTpa» mnpou3BOAMT 3aKynKy MEIULMHCKHX TpernapaTtoB s
9KCITYaTalMOHHOTO 00CTy>KMBaHUs 3JEKTPOCETEBOr0 000pyA0BaHMS.

1.2. 3akynka npousBoautcs Ha ocHosanuu ruiaHa 3akynok [TAO «MPCK Llentpa» na 2018 ron
no norpebHocts 2019 roaa.

1.3. [IpenmeT KOHKYypca.
[NocraBuyk obecrneurBaeT NOCTaBKy NpOAYKUHMH B 00beMax M CPOKH YCTAHOBJICHHbIE JIaHHBIM T3.

Ounuan Touka nocraBku i HaumenoBanue Kon-so
MOCTaBKH
IleHTpanbHbIi cknan | SAuBapb-HioHb
Tam6oBanepro | «TamGosaueproy», r. Tambos, | 2019r.(no Lnpuy ogHOPa30BBIH
yJ. ABHaLMOHHas, 1.149 3asiBKam 20mn 100 wr.
3aka3umnka)

2. Texnuueckue Tpe6OBaHUS K NPOAYKIHH.
2.1  TexHuueckue NaHHbIE MEIULIMHCKUX MNpernaparoB JOJKHbl COOTBETCTBOBATh MapaMeTpam U
OBITh HE HIDKE 3HAYCHWM, MPUBEACHHBIX B Tabuue No 1:

Tabanua Nel
HaumeHoBaHue TexHuueckue TpC6OBaHI/Iﬂ 1 XapaKTCPpUCTUKHU
FHUpHL QUHopRsUBHIK FOCT ISO 7886-1
20mn

O6wem — 20 Ky6.cM.

3. O0mmue TpedoBaHUS.

3.1 K nocraBke [0MycKalTCs MeIULIMHCKUE MPenaparhl, OTBEYAIOIIUE CIeAYIOLUM TPeOOBaHUAM

— MpPOAYKLHUS JOJDKHA OBITh HOBOM, paHee He MCIOJIb30BaHHOM;

— I poccUicKMX mpousBoauteneit - Hanuuue TY, NoATBEPKAAOMIMX COOTBETCTBUE TEXHUYECKHM
TpeOoBaHuAM,;

— I8 UMIIOPTHBIX TMPOU3BOAUTENEH, a TaK K€ Ui OT€YECTBEHHBIX, BBHIMYCKAIOIUX MEAULIUHCKUE
npenaparbl Ul APYTMX OTpaciied ¥ BEIOMCTB - CepTU(UKAThl COOTBETCTBMA (YHKLMOHAJIbHBIX U
TEXHUYECKUX TMOKa3aTesiel YCI0BUSIM NPUMEHEHHS U IeHCTBYIOIIMM OTPacIeBBIM TPEOOBAHUSM;



— cepTuuKaLMs JOMKHA OBITH MPOBEACHA B COOTBETCTBUM C [ToctaHoBnenneM [occranaapra P@
ot 16 monsa 1999 N 36 "O npaBunax npoBejeHus cepTHUKALUU 371eKTpo06opyoBaHuA" (C U3MEHEHUAMH
ot 3 siuBapa 2001 r., 21 aBrycra 2002 r.);

— MeIMIMHCKME TMperapaThl, BIEPBbIe MOCTABIAEMbIe 3aBOJIOM - M3rOTOBUTEIEM A ayxn [TAO
«MPCK llentpa», DOJDKHBI UMETH IOJIOXKUTENBHOE 3aKIIOYCHHUE 00 ONBITHOM MNPUMEHEHWH CPOKOM HE
MeHee OIHOrO roJa W ONbIT MPUMEHeHns B dHeprochcTeMax PO (BO3MOXKEH OMBIT MPUMEHCHUA B CTpaHax
TaMOXKEHHOro coro3a - benopyccun 1 Kasaxcrana) CpOKOM HE MEHEE TPEX JIET,

— MpOAYKUMS JOMKHA MPOWTH 00sA3aTeNbHYIO aTTEeCTaUMio B aKKPEAMTOBAHHOM Llentpe I[TIAO
«PocceTn»;

— MpOJYKIMS JI0JKHA COOTBETCTBOBATH TPEOOBAHUAM texuuueckoi nonutuku [TAO «Poccetny;

— HanMuMe BBIJAHHBIX YTIOTHOMOYCHHBIMH opraHamy deaepanbHOro ArenrtcTBa 1o TeXHHYECKOMY
Perynuposanuio ¥ MeTposnorui JCHCTBYIOLIMX (Ha MOMEHT TMOCTaBKM MEJUUUHCKUX npenaparoB)
feKnapauuii (cepTU(PUKaTOB) COOTBETCTBHA TpeGoBaHUsAM 6€30MaCHOCTH;

— januuue 3aKkmouenus o coorBerctBuum TpeGosanuam CanlluH u  1pyruM  JOKyMEHTaM,
yCTaHaBIMBAIOIUM TPEOOBAHNUS K Ka4eCTBY U 9KOJIOTUYECKOMN 0€30MacHOCTH MPOIYKIUH.

32  VyacTHMK 3aKylOuYHBIX MpOLeAyp Ha TMpaBo 3aK/IIOYEHWs JOroBopa Ha IOCTABKY
MeuIMHCKUX mpernapatos ans Hyxka ITAO «MPCK Llentpay 00s3aH MpeJOCTaBUTh B COCTaBE CBOErO
MpeIOKEHUsT IOKYMEHTAlMIO (TEXHWYECKUE yCJOBHs, PYKOBOACTBO IO MpPUMEHEHHIO M T.I.) Ha
KOHKpETHBIM B MPOAYKLMH, 3aBEPEHHYIO TNPOM3BOAMTENIEM. JlaHHBIM JOKYMEHT NOJDKeH MOATBEPXKIATh
TeXHHYECKUE XapaKTePUCTHKH, 3asBJICHHbIE MIOCTABIIMKOM 000PYI0BaHUs B TEXHUIECKOM MPEIOMEHHIH.

3.3 MeMUMHCKKE NPenapaThl JOMKHBI COOTBETCTBOBATH TPEOOBAHUAM:

— TOCT 3760-79 " PeakTHBbl. AMMHAK BOHbI. TeXHUYECKHE YCIOBHA".

3.4  VYnakoBKa, TPAHCTIOPTUPOBAHME, YCJIOBHA U CPOKH XPAHCHHA.

VIaKoBKa, MApKUpPOBKA, BPeMeHHas aHTMKOPO3MOHHAs 3alllUTa, TPAHCTOPTHPOBAHWE, YCIOBUA M
CPOKM XpaHeHWs MEJMUMHCKUX [pernaparoB MOJUKHBEI COOTBETCTBOBATH TpeGOBaHUSM, YKA3aHHBIM B
TEXHHYECKHUX YCIOBUSX M3rOTOBUTE MEANLIMHCKUX MPENapaTos, IOCT 2991, 'OCT 23216, TOCT 14192
— 96 wumu cootserctBytommx MOK. Ilorpy3o4Ho-pasrpy304Hbie paGoThl JOJDKHBI TMPOW3BOAMTECA B
cootserctBuu ¢ TpebopanusimMu OCT 12.3.009-76. I1ops 10K OTTPy3KH, CTICLAATBHEIC TpeGoBaHuA K Tape 1
yNakoBKe JOJDKHbI ObITh OMPE/IEICHbI B 10r0BOPE Ha MOCTaBKY MPOYKLHH.

Crioco6 yKMafKh M TPAHCTIOPTUPOBKM MEIMLUMHCKMX TPENapaToB NOMKCH TNPENOTBPATUTE X
MOBPEXIEHHEe WM MOpYy BO BpeMsl MEPEBO3KH U rmorpy3ke/pasrpysKe, a Takke BO3JeHCTBUE OCAIKOB BO
BpeMsl 1EPEBO3KH U NIPH OTKPHITOM XPAHEHUH.

3.5 Cpok M3rOTOBJIEHMS MEIMLIMHCKHUX MpPenapaToB AOJIKEH 6bITH He OoJiee monyroja OT MOMEHTa
MIOCTAaBKHU.

4. TapanTHiiHbIe 005132TEJIbCTBA.

[apanTus Ha MOCTABJsIEMble MEIMLMHCKUE MpPenapaThl A0JKHA PACPOCTPAHATECA HE MeHee 4eM Ha
12 Mecsues. BpeMs Hauana HCUMCIIEHHs apaHTUHHOTO CpOKa — € MOMEHTA HX BBOAZ B 9KCIUTyaTalHIo.
[ToCTaBIIMK JOJIKEH 3a CBOM CYET M CPOKH, corjiacoBaHHbie ¢ IIoKymnareneM, yCTpatiTh mo0ble aedeKThI,
BHISBIICHHBIE B MEPMOJ FapaHTHIHOro cpoka. B ciyuae BbIABICHHA ne(GexToB MeIMUMHCKUX Tpenaparos,
[TocTaBIIMK 00s3aH HAMPaBUTL CBOErO MpEACTaBUTENs I/ y4acTHs B COCTABJICHWM aKTa, (buKCUpyOLIEro
oTH AeeKThl, COrIaCOBAHMS TOpPSIKA M CPOKOB MX YCTPAHEHUA HE MO3IAHCC 5 KaJeHIapHbIX AHEH CO IHA
MojydeHnss MUchMeHHoro uspeuenus [lokymarens. [apaHTHiiHBIA CPOK B 3TOM Cllydae MpoIeBacTCA
COOTBETCTBEHHO HA MEPHO/] yCTpaHeHHUs Ae(eKTOB.



5. TpeGoBaHHs K HAIZKHOCTH H )KHBYY€CTH IPOAYKUHH.
Me/MUMHCKME Tpenaparsl JOMKHB O0ecreduBaTh OKCIUTYaTaALMOHHbIE NOKa3aTeld B TEYCHUE
YCTaHOBJNEHHOTO CPOKA IIPUMEHEHHS (110 CIIMCAHMS).

6. MapkupoBKa, COCTAB TeXHHYECKOH U IKCILTYATALHOHHOM NOKYyMEHTALUH.

B kommniekr mMmoCTaBKU AN Ka)K,ZIOﬁ napTuu MEIUILIMHCKUX TIpernapaTtoB JOJDKHBI BXOIUTHb
JOKYMEHTBI:

— MacIopT MO HOPMATHBHOMN JOKYMEHTAIMH, YTBEPIKACHHO! B yCTAHOBJICHHOM MOPSAJIKE;

— 9KCIMIyaTalMOHHbIE JOKYMEHTbI, YTBEPIKACHHBIC B YCTAHOBJICHHOM MOPSAKE HA PYCCKOM A3BIKE;

— cepTM(UKAT KayecTBa, COOTBETCTBHA M CBHMAETENLCTBO O MPUEMKE HA MAPTHIO MOCTABIACMBIX
MEJMIMHCKUX MpenapaToB, Ha PyCCKOM S3bIKe.

MapKipoBKa MeIMUMHCKHX MpenapaToB JO0/DKHA ObiTh HAaHECEHA HAa BUIHOM MECTe MEIMLMHCKMX
npenapaToB U COAEPKATH CleAyIoLMe JaHHbIE!

— 0003HAaYEHHE TUIA MEJULMHCKUX MpenapaToB;

— TOBApHBIN 3HAK MPEANPUATUA-U3TOTOBUTEIS;

— TOJ M3rOTOBJEHUS (JBE TOCTEHUE LIUPPHI).

MecTo ¥ cnoco0 HaHeceHHs MapKUPOBKM MEIMLMHCKUX MpPEenapaToB AOJKHBI ObITH yKa3aHbl B

HOPMATHBHO-TEXHUYECKON JTOKYMEHTaLHH.

Mo BceM BUIAM MEIMIUMHCKHX mpernapatos [10CTaBIIMK JIO/DKEH TMPEeNOCTaBUTH MOJIHBIM KOMILIEKT
JIOKYMEHTALMK Ha PYCCKOM SA3bIKE, noarotossiennoii B coorserctun ¢ ['OCT 34.003-90, FOCT 34.201-89,
T'OCT 27300-87, TOCT 2.601-2006 no ofecneyeHnIo NPaBUIbHOTO U 6€30MacHOro NPUMEHEHHS.

7. TIpaBujia NpUeMKH NPOAYKIUHH.

Kaxaas mapTus MeJMLMHCKUX MpPernaparoB NOJDKHA MPOUTH BXOJHOM KOHTpPOJIb, OCYLIECTBIAEMBIH
npeactasutensmu ¢puananos [TAO «MPCK Llentpa» 1 OTBETCTBEHHBIMU TPEACTABUTE/IAMH [TocTaBiiuka
MpH MOJTYYEHHH UX Ha CKIal.

B ciydae BHIABIEHHS A€()EKTOB, B TOM UKC/e U CKPHITHIX, [TocTaBIIMK 00s13aH 3a CBOii CYET 3aMEHUTD
IMOCTaBJICHHYIO MPOIYKIIHIO.

Hauansuuk OAnYII/ /A.C. MaKkCHUMOB
JIOJDKHOCTD /" noamucek damunus 1.0.
Ocranmuyk M.H.
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