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TEXHUYECKOE 3AJJIAHUE

HA MOCTaBKY MeAunMHCKHX npenapatos. Jlot Ne 401F

1.001mas yacTh.

1.1. TAO «MPCK [Ilentpa» mpOU3BOIUT 3aKylnKy MEAMIMHCKHUX IMpernmapaToB s
AKCIUTYaTaIlMOHHOTO OOCITYKUBAHUS SJIEKTPOCETEBOIO 000PYI0BAHHUS.

1.2. 3akynka mpousBoauTcs Ha ocHoBaHuM IiaHa 3akynku [TAO «MPCK Lentpa» na 2016 rog

nox norpednocts 2017 roaa.

2. [IpenmeT KOHKYpcAa.
[TocraBiuk oOecrieunBaeT MOCTABKY MPOIYKIIMU B 00beMaX U CPOKH YCTaHOBIICHHbBIC TaHHBIM T3.

KonuuectBo
Ouiman Mapxka - ’ Touka nocraBku Cpok nmocTaBKu
Anrteuka LlenTpanbHbIi cKIIaa
SlHBapb-uOHBL
TamOoB3HEpro |  yHHBepcaabHas 4 ¢wmana, CIIC, r. Tam60B, 2017r
ATITIOJIO yi1. ABHarinonHas, 1.149 ’
Anrteuka nepBoi EHTpaJIbHbIN CKIIA,
p Henp ! SIHBapp-UIOHBb
TamOoBrHEpPTO TTOMOIITH 1 ¢ummana, CI, r. Tam60B, 2017r
MIPOU3BOJCTBEHHAS yi. ABuanmonHas, a.149 ’

3. TexHnueckue TpeOGOBaAHUSA K NPOYKIUM.
3.1.TexHn4eckne JTaHHBIE MEIUIIMTHCKHIX MPETapaToB JOJDKHBI COOTBETCTBOBATh MapaMeTpaM M ObITh

HE HIKE 3HAYCHHH, TpUBEIeHHBIX B Tabmume No 1:
Taomuma Nel

HaumenoBanue Texuudeckue TpCGOBaHI/IH " XapaKTCPHUCTUKU

TY 9398-007-42965160-01

ArnTeuka yHuBepcanbHas

ATIIIOJIO l'abapurneie pazmepsl, M: 0,26 3( 0,25 x 0,06
®dopwma BeilTycKa: [11acTUKOBBIN YeMOJAaHYUK
Hamunuue Poccuiickux CeptudukaTtoB 0€30MaCHOCTH U COOTBETCTBHS +

ArnTedyka NepBOM MOMOILU

IIpuMeHseTcs Kak CpeCTBO OKa3aHUs MIEPBOU TOMOILU
IIPOU3BO/ICTBEHHAS




4. O0mme TpedGoOBaHMS.

4.1 K mocraBke TOMYCKaIOTCSI MEIUIIMHCKUE TIPENapaThbl, OTBEYAIOIINE CIETYIOIIUM TPeOOBaHHIM:

— TMPOIYKIUS AOJKHA OBITH HOBOM, paHee He MCIIOIb30BAHHOM;

— ISl POCCUMCKUX MPOU3BOJUTENEH - Hanuuue TY, MOATBEepKAAIOIIUX COOTBETCTBUE TEXHUYECKUM
TpeOOBaHUSM;

— IS MMIIOPTHBIX MPOU3BOJUTENEH, a TaK K€ JJIsl OTEYECTBEHHBIX, BBHITYCKAIOUINX MEIULUHCKHE
mpemnapaTsl JUisl APYTUX OTpaciedl M BEJOMCTB - CEepTU(GUKATBI COOTBETCTBHUS (YHKIIMOHAJIBHBIX U
TEXHUYECKHX MOKa3aTeNell YCIOBUIM MIPUMEHEHHS U ICHCTBYIOIIMM OTPACIeBbIM TPEOOBAHUSM;

— cepTuduKanus 10KHa ObITh IIpoBefeHa B cooTBeTcTBUU ¢ [locranoBnenuem ['occrangapra PO
ot 16 utona 1999 N 36 "O npaBuiiax nmpoBeAeHUs CEPTUPHUKAIMH IEKTPOoOOOpyaoBanus" (C M3MEHEHHUSIMHU
ot 3 ssuBaps 2001 r., 21 aBrycra 2002 r.);

— MEIUIMHCKUE IMpenaparhbl, BIIEPBbIE MOCTaBIsEMbIe 3aBOJIOM - H3roToButenem st Hyxa [TAO
«MPCK Llentpa», DOMXKHBI UMETh MOJOKHUTEIHLHOE 3aKIIOYEHHE OO0 ONBITHOM HPUMEHEHUU CPOKOM HE
MEHEE OJTHOTO T'0/Ia U ONBIT MPUMEHEHUS B dHeprocucremax P® (BO3MOXKEH OMBIT MPUMEHEHUS! B CTpPaHax
TaMO>KEHHOT0 coro3a - benopyccun n Kazaxcrana) cpokoM HE MEHEE TPEX JIET;

— MPOAYKIUS AOJKHA MPOWUTH 00s3aTeNbHYI0 arTecTaluio B akkpeauToBaHHoMm llentpe I[TAO
«Poccetny;

— MPOIYKIUS AOJKHA COOTBETCTBOBATH TpeOoBaHUAM TexHudeckon monutuku [TAO «Poccetny;

— HaJM4Me€ BbIJIAHHBIX YIOJIHOMOUYEHHBIMU opraHamu denepaibHOro AreHTcTBa o TeXxHUUECKOMY
PerymupoBanuto u Mertposiorun JeicTByromMX (Ha MOMEHT IIOCTaBKM MEIMLMHCKHUX IIperaparoB)
nexaparui (cepTurKaToB) COOTBETCTBHS TPEOOBAHUSAM O€301TaCHOCTH;

— HaJIM4Me 3aKioueHuss o cooTBeTcTBUM TpedoBanusM CanlluH u npyrum noxymentam,
YCTaHABJIMBAIOIUM TPeOOBaHMsSI K KAUECTBY M SKOJOTHYECKON O€30IMaCHOCTH MPOYKIUH.

4.2 Y4acTHHK 3aKyNOYHBIX NPOLEAYpP HAa NPaBO 3aKIOYEHMs] JOroBOpa Ha IIOCTAaBKY
MeauuuHCKuX npenapatoB ans HyxJ [TAO «MPCK Ilentpa» o0si3aH NpeAoCTaBUTh B COCTaBE CBOETO
NPE/UIOKEHUST JOKYMEHTAIMIO (TEXHUYECKHE YCIOBHs, PYKOBOJICTBO [0 MPHUMEHEHHIO M T.I.) Ha
KOHKPETHBI BHJl IMPOAYKIMH, 3aBEPEHHYIO NPOU3BOAUTENEM. J[aHHBIM NTOKYMEHT NOJDKEH MOATBEPKIATbH
TEXHUYECKHE XapaKTEPUCTUKH, 3asBICHHBIE TTOCTABIIMKOM 000pPYI0BaHUS B TEXHUUECKOM MPEIOKEHUU.

4.3  MenuuHCKHE MpenapaThl JOJDKHBI COOTBETCTBOBATH TPEOOBAHMSIM:

44 TV 9398-007-42965160-01

45  VYmnaxkoBka, TPaHCIOPTUPOBAHUE, YCIIOBUS U CPOKU XPaHEHUSI.

VYnakoBka, MapKHpOBKa, BPEMEHHAas aHTUKOPO3MOHHAs 3allUTa, TPaHCIOPTHPOBAHHE, YCIOBUS WU
CPOKM XpaHEHHUS MEIUIMHCKUX INpenapaToB JODKHBI COOTBETCTBOBATh TPEOOBaHMSAM, YKa3aHHBIM B
TEXHUYECKUX YCIOBMSIX MU3TOTOBUTENS MeAUIMHCKUX npenapaTtos, ['OCT 2991, I'OCT 23216, 'OCT 14192
— 96 wimm coorBerctBytommx MDOK. Ilorpy3zouHo-pa3rpy3ounbie paOOThl JOJKHBI TPOU3BOIUTHCS B
coorBercTBUM ¢ TpeboBanusiMu 'OCT 12.3.009-76. Ilopsiok oTrpy3KH, criennanbHble TpeOOBaHUS K Tape U
yIaKOBKE JOJHKHBI ObITh OIMPEIeIeHbl B IOTOBOPE HA IOCTABKY MPOAYKIIUH.

Cnoco0 ykJagkd W TPAHCHOPTHUPOBKM MEAMIIMHCKHX TPEnaparoB JOKEH NpPeJOTBPAaTUTh HX
MOBPEXKACHUE WM MOPYY BO BpeMs MEPEBO3KM U MOTPY3Ke/pasrpys3Kke, a TakKe BO3AECHCTBHE OCATKOB BO
BpeMsI IEPEBO3KH U MTPH OTKPHITOM XPaHEHUU.

4.6 Cpok M3TrOTOBJIEHUSI MEIMLMHCKUX IPErnapaToB JOKEH ObITh He OoJiee MOJIyrofa OT MOMEHTa
IIOCTaBKH.

5. T'apanTHiiHbIe 00513aTEJIbCTBA.

["apanTHs Ha MoOCTaBIsIEMblE MEIULIMHCKHE TPENapaThl JOJKHA PACIIPOCTPAHATHCS HE MEHEE YEM Ha
12 mecsaneB. Bpems Havana MCYUCIEHUS] TapaHTUHMHOIO CPOKa — C MOMEHTA MX BBOJIAa B AKCIUIyaTalluio.



[TocTraBmIMK AOMKEH 3a CBOW CUET W CPOKH, coriiacoBaHHble ¢ [lokymarenem, ycTpaHsTh TOObIe Ae(PEKTHI,
BBISIBJICHHBIE B MEPHOJ] FapaHTUHHOrO Cpoka. B cimyuyae BbIsBIEHUS 1e()EKTOB MEIULMHCKHUX MPENapaTos,
[TocraBuink 00si3aH HANMPaBUTH CBOETO MPEACTABUTENS JJI Y4acTHUsS B COCTABIEHUHU aKTa, (PUKCUPYIOIIETO
3TH Ae(EKThl, COTJIAaCOBAHMS MOPSAKA U CPOKOB MX YCTPAHEHHUs HE IMO3JHEe 5 KaJeHIApHBIX AHEU cO JTHS
noyiyueHus: nucbMeHHoro wusBenieHus: [lokymarens. ['apanTuiiHblii CpOK B 3TOM ciyyae IMpoJjieBaeTcs
COOTBETCTBEHHO Ha MEPUOJI yCTPaHECHHS 1e(hEeKTOB.

6. TpeGoBaHusl K HA/IE:KHOCTH U KHUBYYECTH NMPOAYKIIHH.

MeauiuHCKUEe Tpenaparsl JOJDKHBI 00ecredyrBaTh OSKCIUTyaTallMOHHBIC TIOKAa3aTelid B TEUCHUE
YCTaHOBJICHHOTO CPOKA MPUMEHEHHUSI (JI0 CIIUCaHUs).

7. MapKupoBKa, COCTAB TEXHHYECKOI W IKCIIYaTAIMOHHON JTOKYMEHTAIMH.

B koMmmiekT mocTaBKM JUIS KaXKAOW MapTHM MEIUWLUHCKUX I[pPernapaToB JOJDKHBI BXOIUTh
JOKYMEHTBI:

— TacHopT MO HOPMATUBHOU JOKYMEHTAIUH, YTBEPKICHHON B YCTAHOBIEHHOM TOPSIJIKE;

— DJKCIUTyaTallMOHHbBIE JOKYMEHTBI, yTBEPKJIECHHBIC B YCTAHOBIIEHHOM MOPSIJIKE HA PYCCKOM SI3BIKE;

— cepTHU(UKAT KAaueCcTBa, COOTBETCTBUS U CBHJIETEIHCTBO O NMPUEMKE Ha MAPTHUIO MOCTABIISIEMBIX
MEJIUIIMHCKUX MPEapaToB, HA PYCCKOM SI3bIKE.

MapkupoBKa MEIUIIMHCKUX IPENnaparoB JOJDKHA OBITh HAHECEHA HAa BHJIHOM MECTE MEAMIIMHCKHX
IIPENapaToB U COJIEPKATh CIEAYIOIINE JaHHbIE!

— 0003HaueHue TUIAa MEAUIIMHCKUX MTPErnapaTos;

— TOBApHBIN 3HAK MPEANPUITHI-U3TOTOBUTEIIS;

— TOJ U3rOTOBJICHHUS (JIBE TTOCJIETHUE LIU(PPHI).

Mecto u crnoco® HaHECEHUS! MAPKUPOBKH MEAUIIMHCKHX IpErnapaToB JOHKHBI OBITh YKa3aHbl B
HOPMAaTUBHO-TEXHUYECKON JTOKYMEHTALUU.

[To BceM BuaaM MeAMIMHCKUX IpernaparoB llocTaBUIMK J0KEH NMPEAOCTaBUThH MOITHBIA KOMILIEKT
JOKYMEHTAI[UU Ha PYyCCKOM sI3bIKe, moAroToBieHHo B cooTBeTcTBHH ¢ [[OCT 34.003-90, TOCT 34.201-89,
I'OCT 27300-87, I'OCT 2.601-2006 no obecriedeHno NpaBUuIbHOrO U 6€301MacHOT0 MPUMEHEHUS.

8. IIpaBuwjia npueMKHU NPOLYKIHH.

Kaxxnasg mapTvsi MEIMIMHCKUX IIPENapaToB JOJKHA IPOUTH BXOAHOW KOHTPOJIb, OCYILECTBIIIEMBIN
npencrautesnsmu punuanoB [TAO «MPCK Llentpa» u oTBeTcTBEeHHBIMU INpejacTaBuTensiMu [loctaBmimka
IIpYU NIOJIyYEHUH UX Ha CKIIa.

B ciydae BbIsiBIeHHS JeEKTOB, B TOM YUCIIE U CKPBITHIX, [locTaBIIMK 0053aH 3a CBOM CUET 3aMEHUTh
IIOCTaBJICHHYIO IIPOLYKLIHIO.

9. CTOMMOCTb.
B cTroumocTh ToikHA OBITH BKJIFOUEHA JJOCTaBKa JI0 ckiaaa [Tokymnaress.

Hauansunk OA u VI1 — / A.C. MakcumoB
JIOJDKHOCTh / NOANUCE Qamunus U.0.

HUcn.: Epémun NLE.
Ten.: (4752) 57-82-76, 22-76



