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TEXHUTYECKOE 3AJJAHUE

HAa [I0CTaBKYy MeXnUMHCKHX npenapatos. Jlot Ne 401F

1. Texnnueckue TpedOBaHMs K NPOLYKIMH.

1.1 TexHuyeckue NaHHBIE MEAMLMHCKUX IPENapaTtoB JOJDKHBEI COOTBETCTBOBATH [apaMETpaM U
OBITH He HIXKe 3HaYCHUH, MpuBeAeHHEIX B Tabmuue No 1:

Tabnuua Nel
Haumenosanne Texnwyeckue TpeGOBAHUA U XAPAKTEPUCTUKM
meHH OJIHOpa?:OBBTﬁ FOCT ISO 7886-1
20mn O6vem — 20 xy6.cm.

2. Obmue TpeboBanust,

2.1 K nocTaBke A0MyCKarOTCs MEIMLIMHCKUE PenapaThl, OTBEYaoLye CIeIyOIUM TpeOoBaHUAM:!

— NPOJAYKLHMS NOJKHA OBITh HOBOH, paHee He HCIONB30BaHHOM;

— JUIs POCCUMCKUX MpousBoautTenel - nanmmuune TV, noATBep) AarolMX COOTBETCTBUE TEXHHUECKUM
TpeOOBaHUAM;

~ 1 MMIIOPTHBIX TIPOU3BOAUTEINEH, a Tak K€ Uil OTEUECTBEHHBIX, BBIMYCKAIOMIUX MEIULHMHCKUE
npenaparel AN APYrMX OTpacieidl U BEJOMCTB - CEepTH(UKATBl COOTBETCTBUS (YHKUHOHAIBHBIX M
TEXHUUYECKUMX NOKA3aTeNEH YCI0BYAM TIPUMEHEHNS 1 IeHCTBYIOLNM OTPACIeBLIM TPeOOBAHMM;

— cepruukanus A0KHA OBITH NpoBeieHa B coorercTBuu ¢ [locranosnenuem [occrannapra PO
ot 16 mons 1999 N 36 "O npaBunax npoeneHHs cepTHhUKANHUY 3MeKTpoobopynoBanusa" (¢ U3MCHEHUSIMN
ot 3 auBaps 2001 r., 21 aBrycra 2002 r.);

— MEIWLMHCKUE NpernapaTsl, BINEPBBIE MOCTABIIEMBIC 3aBOJOM - u3rotosutenem ans Hyxa [TAO
«MPCK' Ilentpa», DOMKHB MMETh MOJONKUTEIHHOE 3aKIIOUEHHE 00 OMBITHOM TPUMEHEHHH CPOKOM He
MEHEe OJHOIO Toja W OMBIT NpUMEHeHUus B dHeprocucTemax P® (BO3MOXKEH OMBIT MPUMEHEHUs B CTpaHax
TaMO’KEHHOTO ¢0103a - benopyccun n Kazaxcrana) CpokoM He MEHEe Tpex JIeT;

— INpOAYKUHMA JOJDKHA NPOHTH 00s3aTesibHYI0 aTTecTauuro B akkpeautoBaHHom Ilentpe TTAO
«Poccerny;

= TIPOJYKLMA JOJDKHA COOTBETCTBOBATH TpeOOBaHUAM TexHu4eckoi nonutukn ITAO «Poccetny;,

— HalM4Yue BBIJIAHHLIX YIIOJHOMOYEHHBIMU opraHamu PdenepanbHoro AreHTcTBa no TexHudeckoMy
Perynuposanuto u Metponornn AeHCTBYIOIMX (HA MOMEHT [OCTABKH MEIMIMHCKUX [pernaparoB)
neknapanuil (cepTudukaToB) COOTBETCTBUS TpeGOBaHUIM OE30MaCHOCTH;

— HaJlMuMe 3aKiIo4YeHus o cooTBeTcTBUM TpeboBanusm CanlluH wu apyrum pokymeHrtam,
YCTAHaBJMBAIOLIMM TPEGOBAHKS K KAYECTBY M IKOJOTHUECKOH Ge30MacHOCTH POy KUK,




22 Y4acTHUK 3aKyNO4YHbIX MPOLUEAYP HAa NpaBO 3aKJIOYEHHs JOrOBOpa Ha MOCTaBKY
MenuuuHCKuX mnpenaparoB anst Hyxn 1TAO «MPCK Llentpa» 00si3aH mpenocTaBUTh B COCTaBE CBOETO
NPEIJIOKEHUS] JOKYMEHTALMIO (TEXHIUYECKHE YCIOBUS, PyKOBOACTBO MO MPUMEHEHHUIO U T.I1.) HA KOHKPETHBIN
BHUJl IMPOAYKLHH, 3aBEPEHHYI0 MNPOM3BOAUTENEM. [IaHHBI NOKYMEHT AOJDKEH MOATBEPXKAATb TEXHUYECKHE
XapaKTEPUCTUKH, 3asIBJICHHBIE IIOCTABIIUKOM 000OPYIOBAHUS B TEXHIUECKOM MPEAJIOKEHHH.
23 YnakoBka, TPAHCIIOPTUPOBAHUE, YCIOBUS U CPOKU XPAHEHUS.
YnakoBka, MapKUpOBKAa, BPEMEHHAs aHTHUKOPO3MOHHAs 3alUTa, TPAHCIOPTUPOBAHHUE, YCIOBHUS U
CPOKM XpaHEHUS MEIULMHCKHX IPEnapaToB JMAOJDKHBI COOTBETCTBOBATH TPEeOOBAHUSM, YKa3aHHBIM B
TEXHUYECKHUX yCJIOBHSIX M3roToBUTENs MeauuuHckux npenapartos, OCT 2991, T'OCT 23216, 'OCT 14192 —
96 wmm cootrBerctByromnx MDOK. Ilorpy3ouHo-pasrpy3ouHble paOOThl [OJDKHBI NPOM3BOAUTHCS B
cootercTBuH ¢ Tpebosanusmu ['OCT 12.3.009-76. Ilopsimok OTrpy3kH, crenuaibHble TpeOOBaHUS K Tape U
YIaKOBKe JJOJDKHBI OBITH OMpPEENIEHbl B IOTOBOPE HA TIOCTABKY MPOAYKLIUH.
Crioco® ykjmankm W TPAHCHOPTHPOBKH MEAMIMHCKUX NPENapaToB AODKEH MPEeNOTBPATUTh HX
NOBPEXKICHUE WJIHM TOPYYy BO BpeMsl MEPEBO3KH M TOTPy3Ke/pasrpys3ke, a TakkKe BO3IEHCTBHE OCAIKOB BO
BpeMs1 IEPEBO3KU U MPHU OTKPBITOM XPAHEHUU.
2.4 Cpok M3TrOTOBJICHUS MEAMLIMHCKUX TPETNapaToB NOJUKEH ObITh He Oosee Mmojayroga OT MOMEHTa
MOCTaBKH.

3. I'apanTuiinbie 00s13aTe/IbCTBA.

I'apanTus Ha nocTaBIsieMble MEIULIMHCKHAE MPENapaThl JOKHA PACIPOCTPAHATLCS HE MEHEee 4eM Ha
12 mecsues. Bpemsi Havana ucducieHUs rapaHTUHHOIO CpPOKa — C MOMEHTA MX BBOAA B 3KCIUTyaTaLUIO.
ITocTaBImMK NOJDKEH 3a CBOWM CUET M CPOKH, COrjacoBaHHble ¢ [lokymartenem, ycTpaHaTh Jr0Oble ne(eKTsl,
BBbISIBJICHHBIE B TEPHOJ TAPAHTUHHOrO cpoka. B ciydae BeisgBieHHUs Ae(EeKTOB MEOMIIMHCKUX IMpPEnapaTos,
ITocTaBmuk 00s3aH HANPABUTH CBOETO IMPEACTABUTENS JJIsl YYACTUSl B COCTABIIEHHH aKTa, (PUKCHPYIOIIETO
3TH Ae(EKThI, COTIACOBAHMS MOPSIKAa U CPOKOB UX YCTPAHEHHUS HE MO3JHEEe 5 KaJCHAAPHBIX THEH CO aHS
MOJIy4eHUs] NMUCBMEHHOro usseleHus llokynarens. I'apaHTuiiHBI CPOK B OTOM Clly4ae MPOAJIEBAECTCS
COOTBETCTBEHHO Ha MEPUOJ YCTPAHEHHS Ne(eKTOB.

4. TpeGoBaHUSI K HAAEKHOCTH U KUBYYECTU MPOAYKLIUM.
MenuuuHCKHE TpenapaTbl AODKHBI OOECIIeYMBAaTh JKCIUTyaTAl[HOHHBIE IIOKA3aTeNd B TEUCHHE
YCTAHOBJIEHHOTO CPOKA MPUMEHEHHS (10 CIIUCAHMS).

5. MapkupoBka, COCTaB TEXHUYECKOH M IKCIJIYATALIMOHHON JOKYMEHTALMU.

B xoMmIulekT TOCTaBKM Ui KaXKIOH TapTUM MEOUIMHCKUX TPernapaTroB OJIKHBI BXOAWTH
JOKYMEHTHI

— MAacMOPT MO HOPMATUBHOU TOKYMEHTALINHU, YTBEP KIEHHOU B YCTAHOBJICHHOM TIOPSIIKE,;

— DKCIUTyaTalMOHHBIE TOKYMEHTBI, YTBEPKICHHBIC B YCTAHOBICHHOM TOPSIAKE Ha PYCCKOM SI3BIKE,

— cepruUKaT Ka4yecTBa, COOTBETCTBUS U CBHIETENLCTBO O MPUEMKE HA MAPTHUI0 MOCTABJISIEMbIX
MEIUIMHCKUX MPErnapaToB, HA PyCCKOM SI3BIKE.

MapkupoBKa MEIUIMHCKUX MPENnapaToB AOKHA ObITh HAHECEHAa HAa BHUIHOM MECTE€ MEIUIIMHCKUX
NpenapaToB U COAEPIKATh CIENYIOIINE NaHHbIE:

— o0o3HaueHne THIA MEANIIMHCKUX MIPEnapaTos;

— TOBAPHBIN 3HAK MPENMPUSITHI-U3TOTOBUTEJIS,

— TOJI U3rOTOBJICHHS (ABE MOCHeHUE U PHI).

MecTo u crmoco0 HaHECeHHs] MAPKHPOBKU MEIUIIMHCKUX MPEnapaToB MOJUKHBI ObITh YKa3aHbI B

HOPMATHUBHO-TEXHUYECKOH TOKYMEHTALIUU.



ITo BceM BHAaM MeIUUIMHCKHUX mpernaparoB [IoCTaBIIMK MOJKEH MPENOCTABUTH IMOJHBIH KOMIUIEKT
JOKYMEHTALMU Ha PYyCCKOM si3bIKe, moaroTosieHHoM B cooTBeTcTBru ¢ ['OCT 34.003-90, TOCT 34.201-89,
I'OCT 27300-87, TOCT 2.601-2006 mo obecnieueHUIO MPaBHJIbHOTO U 0€30MaCHOTO MPUMEHEHHS.

6. IlpaBuaa npueMKHU NPOAYKLMH.

Kaxnas mapTust MEIMLIMHCKHUX MPENapaToB AOJDKHA MPONTU BXOJHONH KOHTPOJb, OCYLIECTBIISEMBbIN
npencrasutessivu puranoB [TAO «MPCK LlenTpa» u OTBETCTBEHHBIMH MpencTaBuTesiMu [locTaBInka
IIPU MOJYYEHUH UX HA CKJIaf.

B cnyuae BbisiBIeHUs 1eeKTOB, B TOM YHUCJIE U CKPBITHIX, [locTaBimuk 00s13aH 3a CBOH CUET 3aMEHHUTh
MOCTABJICHHYIO NPOAYKLHUIO.
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