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MUHVCTEPCTBO 3IPABOOXPAHEHM S POCCUNCKON ®EJIEPAIIN

NHCTPYKIMA
10 MEJIMIITUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O TIPEITAPATA

Tautym" Bepne

HaWMECHOBAHME JICKAPCTBEHHOI'O IpeIapaTa

TabJyeTKH /151 paccacbiBaHUS €O BKYCOM MSATBI, CO BKYCOM
IBKAJIMIITA, CO BKYCOM ane/ibCHHA U Me/la, €O BKYCOM
JIMMOHA, 3 MI

nexapcTBeHHas hopma, 103UpOBKa

Azuenje Kumuke Puynure Ankeaunu @panyecko A.K.P.A.D.
C.n.A., Uranus

HaAaUMCHOBAHUE MPOU3BOAUTEIIA (Bbll’IyCKalOHlHﬁ KOHTpPOJIb Ka‘leCTBa), CTpaHa

Usmenenune Ne 3

Jlara BHeceHus MI3amMeHeHus «

» ’ : 20 L.

Crapas pepakums

HoBas pepakums -

Cocrasb:
Ha o0ony mabnemky o0na paccacviéanus co

6KYCOM MAMbL:

JlelicTByromee  BellecTBO:  OeH3MAaMHHA
TUIPOXJIOpUI — 3 MI
BcnomorarenbHble  BelecTBa:  M30MalbTO3a

3183 mr, neBoMeHTOJ 4 Mr, acnaptam 3,5 mr,

JUMOHHAs  KHCJIOTa MOHOTMApAT 2 M,
apoMaTH3aTop MATHBIM 5 Mr, apomaTtu3aTop
JUMOHHBIN 1,5 Mr, kpacurtesb XHWHOJIMHOBBIN
(E104) 0,035

unaurokapmut (E132) 0,015 mr.

KENTBINA MI,  Kpacurelb
Ha 00wy mabnemky O01s paccacbl6anus co
BKYCOM 26KaANIUNMA.

OeH3uaaMuHa

JlelicTBytomiee  BEIECTBO:

TUAPOXJIOpUI — 3 MI'

CocraB
1 maénemka 0na paccacvléanus co- 6Kycom

MAMbL COOeprHcUm:

Oeticmgyiowyee 8ewyecmeo: OeH3uamMuHa
TUAPOXJIOPUA — 3 MI;  6CHOMO2amellbHble
sewecmsa: M30MaJjibTo3a, JIEBOMEHTOJI,

acrapraM, JIMMOHHas KHCJI0Ta MOHOruzapar,

apomMaTH3aTop MSITHBIH, apoMaTu3aTop
JIMMOHHBIM, KpacuTe/lb XUHOJIMHOBBIN KEJITHIH
(E104), kpacutens unaurokapmut (E132).

1 mabnemka 01a paccacvl6aHus co 6KyCOM
IEKATURMA COOEPHCUM:

OeH3u1aMHuHa

oeticmeyiowee seuecmeso:

THAPOXJIOPHJ — 3 MI, 8cnomMozamenbHule
geuyecmeq: W30MaNbTO3a, MAaclio DBKaJMIITA,
JMMOHHAsE KUCIIOTa MOHOTMApAT, auecybpam

KaJiuda, JICBOMEHTOJI, KpaCcUTEJIb XUHOJIMHOBBIN
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C.2

Crapas peaakums

HoBas pepaxkuus

BcnomMorarenbHbie

3124,43 wr,

BEIIECTBA: H30MallbTO3a
macyio osBkanunra 3,040 wr,
AMMOHHAsE Kuciota ModHoruapar 1,98 wr,
aunecyabdam kanus 1,733 mr, nesomenton 1,733
MT, KpacuTesb XMHOJIMHOBBIN xentoiii (E 104)
0,052 mr, kpacurtens uHaurokapmus (E 132)
0,031 mr.

Ha oony mabnremky O0ns paccacviéanus co

6KYCOM JIUMOHA.

JleficTBytoliee  BELIECTBO:  OEH3MJAAMHUHA
TUIPOXJIOPHN - 3 MT
BcriomorarenbHple  BellecTBa:  M30MaslbTO3a

3183 mr, acnaptam 3,26 Mr, IMMOHHAsl KUCJI0Ta
moHoruapar 37,0 Mr, apoMaTu3aTop MSATHBIN
1,0 mr, apomaruzarop auMoHHblid 10,0 wmr,
KpacuTenb XWHOJMHOBbIM xenteiid (E 104)
0,098 wmr, kpacutens uHauroxkapmux (E 132)
0,0032 mr.

Ha o00ny mabnemky o0aa paccacelanus co

6KYCOM Meoa u anenbCuHa:

JleficTBytoliee  BellecTBO:  OeH3WJaMHHa
THIAPOXJIOPUA - 3 MT
BcenomorarenbHble  BellecTBa:  M30MalbTO3a

3073,53 Mr, JMMOHHas KMUCJIOTa MOHOTHApPAT
44,82 wr, 1,28 wr,
9,287

auecyinbaMm  Kanus

apoMaTH3aTop  amnejlbCHHOBBIM MT,
apomMaTu3aTop MeIOBBIA 2,32 Mr, JEBOMEHTOJI
1,707 mr, kpacutenb XUHOTUHOBBIH xkenTrii (E
104) 0,034 mr, xpacuTeslb COJHEYHBIH 3aKar

xentelid (E 110) 0,017 mr.

xenrteiii (E 104), kpacurens uHaurokapmus (E
132).

1 maénemka 014 paccacvl6aHun cO 6KycoMm
JIUMOHA coOepuHCUm:

OeH3uIaMuHa

Oeticmgyiouyee geuecmeo:

TUAPOXJIOPUA - 3 MT;, 6cnomozamenvHble
eewjecmaa: N30MallbTo3a, acrnapTaM, JIMMOHHAs
KHCJIOTa MOHOTHpAT, apoMaTH3aTOp MSATHBIMH,
apoMaru3aTop JTMMOHHBIH, KpacuTeb
XUHOIMHOBBIA kentbid (E 104), kpacutens
uHaurokapmut (E 132).

1 mabnemka 0na paccacvl6anus co 6Kycom
Meoa u anenpbCuHa cooepicum:

OeH3uaaMuHa

oeticmeyiouyee eeuecmeo:

TUAPOXJIOPUA - 3 MI;  8Ccnomozamelnbhbie
eewyecmea: W30MallbTO3a, JMUMOHHAs KHUCIIOTa
MOHOTH/IPAT, allecy ibham Kalus, apoMaTH3aTop
aneJbCUHOBBIM, apoMaTu3aTop MEI0BBIM,
JIEBOMEHTOJI, KpaCUTENb XMHOJUHOBBIN KENTHIA
(E 104), xpacurenb COJIHEYHBIN 3aKaT JKEJITHIH

(E 110).
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Crapas peanakuusi

HoBasi pegakuus

®opma BbINycKa

Tabnetku 119 paccacbiBaHUsl CO BKYCOM MSITEI,
CO BKYCOM 3BKaJIMNTa, CO BKYCOM arnejbCUHa U
MeJa, CO BKYCOM JIMMOHA, 3 MT.

Onny TabneTKy 3aBOpPAYMBAIOT B
napauHUpoBaHHYIO OyMmary.

10 3aBepHyYTHIX Ta0JIETOK MOMELIAIOT B 00EPTKY
13 IBYXCJIOHHOM amtoMUHUEBOH (Hosbru.

2 i 4 obeptku ¢ 10 TabneTkamu B Kaxa0u
BMECTE C MHCTPYKLMEH TMOMELAT B
KapTOHHYIO MauKy.

1 o6eptka ¢ 10 TabneTkamMu co BKYCOM MSTHI, |
obeptka ¢ 10 TabnetkamMM CcO BKycOM
sBKanunra, 1 obeptka ¢ 10 Tabnerkamu co
BKYCOM anenbeuHa 1 mena, 1 obeprka ¢ 10
tabreTkaMM cO BKycoM JuMoHa (Bcero 4
obeptkn mo 10 TabneTok Kaxaoro BKyca)

[MOMEUIAOT B KAPTOHHYIO MMa4YKy.

®opma BbINyCKa

TabneTku Ans paccackiBaHUS CO BKYCOM MATHI,
CO BKYCOM 3BKaJIMIITa, CO BKYCOM amnejbCHHA
MeJia, CO BKYCOM JIMMOHA, 3 MT.

Onny TabneTKy 3aBOPAYMBAIOT B
napauHUPOBaHHYIO Oymary.

10 3aBepHyTHIX TaOJNETOK MOMELLAIOT B 00EPTKY
U3 IByXCIIOWHOHN aTIOMUHUEBOH (OJIBIH.

2 wnu 4 obeptku ¢ 10 taGneTkamMu B Kaxa0u
BMECTe €  MHCTPYKUMEH [OMEWAT B
KapTOHHYIO MayKy.

Wmu 1 obeptky ¢ 10 tabneTkamMu co BKycOM
maTbl, 1 06eptky ¢ 10 TabneTkamMu co BKycom
sBKanunra, | obeprky ¢ 10 Tabnerkamu co
BKYCOM arejbcuHa U Mena, 1 obeprtky ¢ 10
TabseTkaMM CcO BKycoM JumoHa (Bcero 4
obeptkn no 10 TabGneTok Kaxa0ro BKyca)
BMECTE €

MHCTPYKUMEH  TMOMEUalT B

KapTOHHYIO MayKy.

Jepxarteanb PerHcTpanHoOHHOI0
yA0CTOBEpeHHs
«Asuenae Kumuke Puynure AmxenuHu

®panyecko A K.P.A.®. Cn.A» / Aziende
Chimiche
A.CRAF.SpA.

Buane Amenus 70, Pum, Utanusa / Viale Amelia,

70, Rome (RM), Italy

Riunite Angelini Francesco —

Jepxatesib (BJaajesen)) perHcTpPalHOHHOIO
Y10CTOBEpPEeHHs

Asuenge  Kumnke  PuyHute — AHxenuHH
®panyecko A.K.P.A.®. C.n.A., Utanua
Aziende Chimiche Riunite Angelini Francesco
A.CRAF.SpA.

Viale Amelia, 70, 00181, Rome, Italy

IIpousBoaurens, OCYLIeCTBISIIO Ui

NPOU3BOACTBO  TOTOBOiH  JIEKAPCTBEHHOI
¢opmbl, pacoBKYy H YIAKOBKY:

T AT / Disch AG,
Bahnhofstrasse 21, 5504 Othmarsingen,

Switzerland

IIpon3BoauTe b TrOTOBOH JIeKApCTBEHHOH
dopmbi

T AL, lBeiuapus

Disch AG, Bahnhofstrasse 21, 5504,

Othmarsingen, Switzerland
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CTapaﬂ peaakuus

HoBas penakuus

IIpousBoauTen, OCYLeCTBIISIHO LN
3aBeplIAlOIHe CTaJAHMH TPOHM3BOACTBA H
CEepHITHBIN BBINYCK:

«Asuenae Kumuke Puynure AmkenuHu
®panuecko A K.P.A.®. CnA» / Aziende
Chimiche Riunite Angelini Francesco —
A.CRAF.Sp.A.

Buane Amenus 70, Pum, Utanus / Viale Amelia,

70, Rome (RM), Italy

IIpousBoauTenb (BbINYCKAWIIHI KOHTPOJIb
Ka4yecTBa)
AHXEITUHUA

Asuenge  Kumuke

®panyecko A.K.P.A.®. C.n.A., Utanus

Puynure

Aziende Chimiche Riunite Angelini Francesco
A.CR.AF. Sp.A., Via Vecchia del Pinocchio
22, 60100, Ancona, Italy

CrienanuceT o perucTpauuu

Koponesa I1.®.




