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TEXHAYECKOE 3AIAHUE

HA MNOCTABKY MeIHLUHHCKHX npenapatos Jlor Ne 401F

1.00wasn 4acTs.

1.1. TIAO «MPCK Llentpa» npoM3BoaMT 3aKynKy MeQHUHMHCKHX MNpernaparos Aaas
IKCRIYAMAYUOHHOZ0 0BCAVHCUSAHUA INEKMPOCEMEBDZ0 0BOPYOOEaH A,

1.2.  3axynka npoM3BOAMTCA Ha OCHOBaHMH miaxa 3akynok [TAO «MPCK Lenrtpa» Ha 2016 ron.

1.3. IlpeameT KOHKYpca.
[locTaBuiMK ofecneyMBacT NOCTABKY MPOAYKLUMH B 00LEMaX W CPOKH YCTAHOBJCHHEIE AaHHBIM T3.

Bua Cpox Kon-so
DHnHan TpasCMOpPTA Touka NoCTABKH e HaumeHopanue
Wnpan
Uentpaneumii cknan YPC | Mapr-maii HHBEKLLMH. TPHM. A- 250 wr
TambBossnepro | AsTo/ma «TambGosanepro», r. Tambos, 200MCEK1 20 ky6.cM.
¥, ABHauMoHHaA, 1.149

2. TexuuueckHe TpeGoBAHMA K NPOIYKIHH.

2.1 TexHHYeCKHE JaHHBIE MEIWUHHCKHX TIpPenapaToB A0/KHB COOTBETCTBOBATH MapaMeTpaM M
ObITL HE HHKE 3HA4YeHHH, NpHBeAeHHLIX B Tabnuue Ne |:

TaGnuua Nel
HaunmeHoBaHHe Texnudeckue TpeGoBaHHA H XapaKTEPHCTHKH
Uinpay I'OCT 22967-90
HHEEKLL MH.TPHM. A-
20MCKI 20 ky6.cm. O6sem — 20 KyG.cm.

3. Obmue TpeboBaHus.

3.1 K nocraBke OOMyCKalOTCA MeIHUMHCKHE NPenaparkl, 0TBE4al0IHe cNeAyIoMHM TpeGoBaHHAM:

— MPOAYKUHA A0/kKHA ObITh HOBOH, paHee He HCTONL3I0OBAHHOM;

— A1 POCCHICKHX Mpou3BoaMTeneil - Hanuuue TY, noaTeepxaalOlIMX COOTBETCTBHE TEXHHYECKHM
TpeboBaHHAM;

— [N MMIOPTHBEIX TMPOM3BOJMTENEH, a TAK JKe /14 OTeYeCTBEHHLIX, BRIMYCKAKIIHX MeIHLHMHCKHE
npenapatel G718 OPYrHX OTpaciaed H BEeNOMCTE - cepTH(MKaTel COOTBETCTBHA (PYHKUHOHANBHBIX H
TeXHHYSCKHX NoKazare/ieH yCI0BHAM NPHMEHEHHA H JeiicTBYIOLLNM OoTpac/ieBsIM TpeGoBaHHAM;

— ceprudHKauHa QomkHA ObITe nposeaeHa B cootsercTeun ¢ [locranoBnennem [Noccranpapra PO
or 16 mona 1999 N 36 "O npaeunax npoBeleHHA cepTHHHKALHH 31eKTpooGopynosaHui” (C HIMEHEHHAMH
ot 3 ausapa 2001 r., 21 asrycra 2002 r.);



— MeAMIMHCKHE Npenapathbl, BAEPBBIE NOCTABIAEMBIE 3ABOAOM - W3roTomuTenem aaa uy#a [TAO
«MPCK llentpa», A0NAHL HMETh MNOJOMHTENBHOE 3aKMOYMEHHE 0D ONBITHOM MNPUMEHEHHH CPOKOM He
MEHEE OIHOIO roja W ONBIT NpHMEHeHHA B aHeprocucTemax P@ (Bo3moikeH ONBIT NPHMEHEHWA B CTpaHax
TaMOKEHHOT0 coto3a - benopyccun u Kaszaxcrana) cpokoM He MeHee Tpex JeT;

— NpoAyKUMA [0JuKHa npoiitu ofaszaTensHylo arrectannio B akkpeawtosanHom Llewtpe TTAO
wPocceTny;

— MPOAYKIMA AONAHA COOTBETCTBOBATHL Tpebosanuam TexHudeckoil noautuiu [MAO «PocceTin:

— HaJAMYMME BEIAAHHBIX YTMIOJHOMOYEGHHBIMH opranamu @enepanebHoro Aredtersa no Texuuyeckomy
Peryauposanmio # Merpoaorun  JeicTBylomuX (Ha MOMEHT MOCTABKH MENMIMHCKUX Npenaparos)
neknapaumii (cepruduKaToB) cOOTBETCTBHA TpeboBaHHAM DE3ONACHOCTH!

~ HalW4Me 3aKkmoueHHsa o cootTBercTBHH  TpeGoanusm CanllnH w  apyrum  nokymeHTam,
YCTaHABRIMBAIOWNM TPeOOBAHMA K KAYECTBY H IKONOIHHECKi De30NacHoCTH NPOAYKLUHH.

32 VHacTHHK 3aKyNouHBIX NpPOUEIyp Ha Npasp  3aKMIOYEeHHA J0roBopa  Ha NOCTaBKY
MeaHUMHCKMX npenapatos ans uyma [HAO «MPCK llewrpa» obs3an npenocrasutbh B COCTABE CBOCTO
NPeAIOKEHHS  JOKYMEHTALMIO (TEXHMYECKHME YCIOBMA, PYKOBOACTBO 110 NPHMEHEHHIO M T.L) Ha
KOHKPEeTHLI BHA NPOAVKLHHK, 38BEPeHHYIO npoussoaurenes. JlanHpii 10KyMeEHT J0/KEH NOATBEpAAaTh
TEXHHYECKHE XaPAKTEPUCTHKH, 3as8BICHHBIE NOCTABUIMKOM 000pYA0BAHHSA B TEXHHYECKOM MPe/LIOKEeHHM.

3.3 MeauiMHCKHE NIPenaparsl A0I#HE COOTBETCTBOBATE TPEOOBAHMAM

— T'OCT 3760-79 " PeakTHBEI. AMMHAK BO/JHLIH, TexHuueckue ycioBua'.

34  VYpakopka, TPAHCHOPTHPOBAHHE, YCIOBHA M CPOKH XPaHEHHA.

Vnakopka, MapKMpoOBKa, BpPeMeHHad aHTHMKOPOIMOHHAA 3alIWTa, TPAHCNOPTHPOBAHHE, YCIOBHA H
CPOKM XPaHEHHA MEJHLMHCKHX MPenapaTtos A0IKHb COOTBETCTBOBATL TpeDOBAHMAM, YKA3aHHLIM B
TeXHHUYECKHX YCIOBHAX M3rOTOBUTENA MeauuHHcKux npenaparor, FOCT 2991, 'OCT 23216, F'OCT 14192
— 96 wan coorsercTByiomwmx MDIK. [lorpyszouno-pasrpysounsie paboThl AOKHLL NPOMIBOAHTHECH B
coorsercTRUM ¢ Tpebosauuamu [TOCT 12.3.009-76. INopaaok oTrpy3KH, CNEHaIbHbie TpeDOBaHHA K Tape W
YMAKOBKE A0/MKHEI OBITE ONpeleieHbl B IOTOBOPE HA NOCTABKY NPOLYKLHH.

Cnoco YKNaakW W TPAHCTIOPTHPOBKH MEIMLIMHCKUX [IPenaparoB [10/KEH NpPejoTBpaTuTh MX
NOBPEIEHNE WM MOPUY BO BpeMs NepeBO3kH M MOrpy3ke/pasrpyike. a Taloke BO3ASHCTBHE OCANKOB BO
BPEMA NMEPEBO3KH M NPH OTKPLITOM XPaHEHHH,

3.5 CpoK M3roTOB/ICHMA MEAMUMHCKHMX Npenaparos aojmeH ObiTh He Oojee noayrofa oT MOMeHTa

NOCTABKH.

4. N'apanTHiinele 00a3aTEABCTEA,

[lapanTus Ha nocTapifseMble MEIHLMHCKHE Npenaparsl JO/UKHA PACNPOCTPAHATHCA HE MEHEE YeM Ha
12 mecaues. Bpema Havana MCUYMCASHHMA FapaHTHHHOND CpPoOKa — € MOMEHTZ WX BBOJA B IKCTLAYATALIHIO.
[MocTaBmMK NOMKEH 3a CBOH CYET M CPOKHM, corjacosaHHsie ¢ [Tokynarenem, ycTpaHaTh modbie aederTol,
BLIABICHHLIE B MEPHOA rapaHTHiiHOro cpoka. B ciyvyae BReiABAeHMA Je(eKTOB MEAMUMHCKHX penaparos,
[Mocrapmuk 0683aH HANPABHTE CBOCIO MPEACTABMTENS A8 YMACTHA B COCTABICHMM aKTa, MHKCHPYHOLWIETO
3TH JedekThl, COrJacoBaHMs NMOPAAKa M CPOKOB HX YCTPAHEHWA HE MO3JHEE 5 KaleHAapHBIX AHER cO JHA
noayyeHua nuckmeHHoro wasewenus [Moxkynarvena. [apanTHiiHBIH cpok B 3TOM cliydae OpOAAeBacTCs
COOTBETCTBEHHO Ha NEPHOML YCTPAHEHHS nederkron.




5. TpeGoBanus K HANEKHOCTH M JKHBYYECTH NPOLYKIIHH.
MenuumHcKkHe npenapatel OOKHBI OOecCneYMBaTh IKCINVATAUMOHHLIE TMOKA3aTelnM B TedeHHe
YCTAHOBJIEHHOIO CPOKa MPHMEHEHHA (10 CrIHcaHus).

6. MapkHpoBKa, COCTAB TEXHHYECKOH M IKCILTYATALHOHHON J0KYMEHTALHH,

B koMmiekT mnoctaBkH M08 KakOol MapTHM MEAMLMHCKHX TPenapaTtoB IOMKHEL BXOJHTE
JOKYMEHTHI:

= TACTopT M0 HOPMATHBHOH NOKYMEHTALUMNH, YTBEPIKICHHON B YCTAHOBICHHOM MOPAIKE;

= IKCITYaTallHOHHBIE NOKYMEHTBI, YTBEPHICHHbIC B YCTAHOBIEHHOM MOPAIKE HA PYCCKOM A3BIKE;

= CepTHOHKAT Ka4ecTBa, COOTBETCTBHA M CBHIETENLCTBO O TNPHEMKE HA NAPTHIO MOCTABIAEMBIX
MeJHUHHCKHX NpPernapaTos, HA PYCCKOM A3bIKe.

MapkipoBKa MeIHUHHCKHX TPEnapaToB A0MKHA GbITh HAHECEHA HA BHOHOM MECTe MeIMIIHMHCKHX
NnpenapaTos H COAEPKATE CNeIYIOLIHE NaHHBIE:

— o0bo3HaYEHHE THINA MEHILIMHCKHX MPEenaparos;

— TOBApHLIH 3HAK NPeANPHATHA-HITOTOBHTENA;

= TOJ M3rOTOB/IEHHA (ABE NocheaHue uHdps).

MecTo W cnocol HAHECEHHA MAPKHMPOBKH MeEIMLMHCKHX Npenaparos QOJBKHE! OkITE YKAa3aHbl B

HOPMATHBHO-TEXHHYECKOH JOKYMeHTaLlHH.
Ilo Bcem Buaam meanuMHCKHMX npenapartop [TocTaBuMK n0a#eH NpeioCTABHTE MOMHBIH KOMNASKT

AOCKYMEHTALHW Ha PDYCCKOM A3bIKe, NOAroToBAeHHOH B cooTseTcTBuM ¢ TOCT 34.003-90, TOCT 34.201-89,
"OCT 27300-87, TOCT 2.601-2006 no ofecriedennio NpasuIsHOrO 1 GE30MACHOr0 NMPUMEHEHHA,

7. IlpaBHJa NPHEMKH MPOILYKIUHH.

Kaxnas naptus MeJMUMHCKHX NpPenapaToB N0/MHA NPoHTH BXOAHOFM KOHTPOJIE, OCYLUECTRIAEMbIH
npeactasutensMu Guananos [TAO «MPCK Llentpa» H OTBETCTBEHHBIMH npeacrapuTenaMu ITocrapmmka
MpH MNOAYYEHHH MX HA CKIaj,

B cny4ae seiaBneHus nedekToB, B TOM YHCe M CKpEITEIX, [TocTaBmmk 0643aH 3a CBOH CYeT 3aMEHHTE
MOCTABRIEHHYIO NMPOAYKIHIO,
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