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Pabouas rpynmna mo nepeBo3KaM ONMacHLIX rpy30B

CoBmectHoe coBenmanue Komuccun MITOI

110 BonpocaM 0e3onacHocTH M Padoueii rpynmnsl
110 NIePEeB03KaM ONMACHBIX I'PY30B

(KeneBa, 1-10 cenTsiopst 2003 roga)

CHEHUAJIBHOE IMTOJIO)KEHUE 110 YITAKOBKE PP6

Ilepexano nmpaBuTeanLCcTBOM beabrun®

Pe3ome: Bo Bpems usmenenus crpykrypsl MITOI/IOIIOI cienpanbHOE TIOT0KESHHUE 110
ynakoBke PP6 Obuto BBeneno st Noe OOH 1851, 3248 u 3249 - rpynmnst ynakosku 11 u 111
OT0 criennanbHOE NOJI0KEHUE OIPAaHUYMBAET KOJIMYECTBO, Pa3pELIEHHOE HA OIHY YIIAaKOBKY,
5 /5 xr. Jlnsa rpynnsl ynakoBku III apyrue unctpykuuu no ynakoske (R01, LPO1 u LP02)
paspernarot 60nbIIKe KoaudecTsa. C Apyroil CTOPOHBI, CeluanbHOE nojoxenue PP6
MKMIIOI" oTiinyaercs 1o cBoeMy COAEPKaHUIO U SBISIETCSI MEHEE OrPaHUYUTEIbHBIM.

B orHomenuu rpymnmsl ynakosku 11 cnenmansnoe nonoxenue PP6 cnenoBano 661 OTMEHHTS.
B otHomennu rpynmnsl ynakoBku Il cnempoBano Ob1 yerpanuts paznuune mexay MKMIIOIL n
MIIOI/JOIIOT'.

* PacnpocrpaneHro LIeHTpaabHBIM OIOPO MEXTyHAPOIHBIX KEJIC3HOAOPOXKHBIX MIEPEBO30K
(LIBM2KITI) B kauectBe nokymenta OCTI/RID/GT-I11/2003/59.
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BBenenne

s Bemects moa Ne OOH 1851 (iekapcTBeHHBIN Npenapat KUK TOKCUYHBIHN, H.y.K.),
3248 (nexapCTBEHHBIN MpenapaT >KUAKUH JIETKOBOCIIAMEHIOIIUIACS TOKCHYHEIH, H.Y.K.) 1 3249
(JlekapCTBEHHBIHN Npenapat TBEP/Iblii TOKCUYHBIN, H.y.K.) HHCTPYKIHs 1o ynakoBke PO01 (umu
P002) uzmenena cnenuansHbIM mosioskeHueM PP6 Takum 006pa3zom, 4To "KOJTUYECTBO HETTO Ha
YIaKoOBKY" OrpaHUueHO 5 J1/5 KT.

B oTHOMmIEHNM JIEKapCTBEHHBIX MPENAPaTOB IPyNIbl yIakoBKH III mHCTpyKIUsA 1O
ynakoBke RO1 pazpemaet 40 1/50 Kr Ha JIETKYI0 METAJUTMYECKYIO Tapy, & HHCTPYKIIUH IO
ynakoBke LPO1/LP02 paspematot 10 40 1/50 kr Ha BHyTpeHHIo0 Tapy (aas Ne OOH 1851 u
3249 rpynmel ynakosku I11).

Howmep | HanmenoBanue u onucanue | Kmacc | Knaccupukaumonnsit | I'Y | Uuctpykunu | CrneuuaibHbIe
OOH KOJ 110 YIIAKOBKE | IOJIOXKEHUS 110
YIaKOBKE

1851 JIEKAPCTBEHHBII 6.1 Tl I P00O1 PP6
[IPEITAPAT XU KU
TOKCHUYHBII, H.Y K.

1851 JIEKAPCTBEHHBI 6.1 Tl 11 | POO1 PP6
[IPEITAPAT XU KU LPO1
TOKCHUYHBIN, H.Y K. R0O01

3248 JIEKAPCTBEHHBII 3 FT1 I P00O1 PP6
[IPEIIAPAT XUJIKUH
JIETKOBOCITJIAMEHI-

IOLUICS,
TOKCHUYHBI, H.Y K.

3248 JIEKAPCTBEHHBII 3 FT1 1T | POO1 PP6
[IPEITAPAT XU KU ROO1
JIETKOBOCITJIAMEHSI-

FOLUAICS,
TOKCUYHBII, H.Y K.

3249 JIEKAPCTBEHHbIH 6.1 T2 I P002 PP6
[IPEITIAPAT TBEP/IbII
TOKCUYHBIN, H.Y K.

3249 JIEKAPCTBEHHbIH 6.1 T2 a1 | pool1 PP6
[IPEITIAPAT TBEP/IbII LPO2
TOKCUYHBIY, H.Y K. ROO1

OTO paznuyuue Mexay clielHaIbHbIM MoJI0keHneM PP6 1 MHCTpYKIMSIMU 1O yIIaKOBKe
RO1, LPO1 u LPO2 tpyaHO OOBSICHUTD.
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B MKMIIOT Takxe ucnonb3yercs cnenraibHoe nonoxenue PP6, Ho TaM oHO
c(hopMyIMPOBAHO UHAYE U TJIACUT, YTO "KOJIMYECTBO HETTO HA BHYTPEHHIOKO Tapy
KOMOMHHMPOBAHHOH Taphl" He JOJKHO MPEBBIIIATH 5 1.

Ilpeanoxenne

- Jis Ne OOH 1851, 3248 u 3249 rpynnsl ynakoBku 11

[Ipusectu Texct PP6 8 MITOI'/JOIIOI" B cooTBeTCTBHE C MEHEE OTPAHUYUTEIBLHBIM
TEKCTOM aHAJIOTMYHOI'0 cHenraibHoro monoxenus 8 MKMIIOT .

- Jis Ne OOH 1851, 3248 u 3249 rpynnst ynakoBku [11:
OTMEHUTH CIIEUATIEHOE TIOJIOKEHHE 110 ylakoBke PP6.

Oo6ocHOBaHHe

g Ne OOH 1851, 3248 u 3249 rpynnst ynakosku Il cniennansaoe nonoxenue PP6
HaXOAMUTCS B MPOTUBOpEUNH ¢ MHCTpYyKuuel nmo ynakoBke RO1. Kpowme toro, st Ne OOH 1851
u 3248 rpynmel ynakoBku Il cnennansHoe nonoskenue PP6 HaxoauTcst B MPOTUBOPEYHUH C
MHCTpYKIusaMH 110 yrakoBke LPO1 u LPO2.

OTH TpH BEIIECTBA SABISAIOTCS €IMHCTBEHHBIMU BEIIECTBAMH, KOTOPBIE MOANAIAIOT MO
JielicTBHE crienuanbHOro nonoxxkenust PP6. Hanpumep, Ne OOH 2810 (TokcuyHast >KUIKOCTh
opraHmyeckas, H.y.K.), UIMEIOIINI TOT e KiaccuduranmoHHbiid ko, yto 1 Ne OOH 1851, He
MoJnaaaeT MoJ AUMCTBUE ATOr0 KOJIMYECTBEHHOTO OTPAHUYCHHS.

OT0 orpannueHue KonmdectBa HeTTO 5 11/5 K st Ne OOH 1851, 3248 u 3249 ne Obu10
npexycmotpero B MITIOI' ¢ HemsmeHeHHOU cTpyKTypoi (m3ganue 1999 roma). He
CYIIIECTBOBAJIO B HEM U CIIEUAIILHOTO TPEOOBaHMS B OTHOILICHUH YIAKOBKH JUIS 3TUX BEIIECTB.

OcyniecTBUMOCTD

Huxakux nmpo0ieM He BOSHUKAET.

910 IMPOTUBOPCUYMC B IIpaBUJIaAX OBLIO BEISIBJICHO MNPOMBINUICHHBIMUA ITPCANIPUATUAMU.



