COOTBETCTEYET 3Kl
ot 20.03

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFO ﬁﬁﬂhﬂmﬁ 00

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

JInHuMeHT Oallb3aMUYECKUI 10 BI/IHIHGBCKOMy, JIJMHUMCEHT JJIs1 HAPYXXHOI'O IIPUMCHCHUS.

2.  KAYECTBEHHBIA U KOJTUYECTBEHHBIA COCTAB

JleiicTBytolue BEIIEeCTBA: JETOTh Oepe30Bblid + TpuOpoMdEeHOIATa BUCMYTa U BUCMYTa OKCHJIA
KOMILJICKC.

100 r 1TMHUMEHTA coAepiKatT: 3 T AerTs 0epe30Boro, 3 r TpuOpoMpeHoIsITa BUCMYTa U BUCMYyTa
OKCHJIa KOMIUICKC (Kcepodopm).

BcnomorarenbHbie BellecTBa, HaJTUYUE KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
nperapara: KJIeIeBHHbI 0OBIKHOBEHHON CeMsH Maciio (kactopoBoe macio) (cM. paszaen 4.4).

ITomubIit MNEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
JIMHUMEHT U1 HApY>KHOT'O IIPUMEHECHUS.
JIMHMMEHT OT CBETJIO-XKEJITOr0 O KOPUYHEBOI'O 1BETA, JOIYCKAETCS 3€JIEHOBAThIM OTTEHOK, CO

CHEU(PUIECKUM 3aIaxoM.

4.  KIMHHNYECKHUE JAHHBIE
4.1. Tloxka3aHusi K NPUMEHEHUIO
JluaumeHT Ganb3amMuueckuil Mo BUITHEBCKOMY MOKa3aH K MPUMEHEHHUIO Y B3pOCIbIX U AETel
JUIsl JIEYECHUS:
® HEUH()UIUPOBAHHBIX, JUIUTEIBHO HE3aKUBAIOLINX MIOCJICONEPAIIUOHHBIX,
MOCTTPaBMAaTHUECKUX PAH KOXKHU U MATKUX TKaHEH.
4.2. PeuM 103MPOBAHMSA U CIIOCOO MPUMEHEHH I

Pexxum go3upoBaHus

HpenapaT HAaHOCAT TOHKHM CJIOEM Ha YYaCTOK IMOPAXCHHA MWW HAKIAABIBAIOT MAapJICBYIO
MOBA3KY, IIPOIMMUTAHHYIO TMHUMCHTOM JIS1 HAPYKHOI'O IIPUMCHCHH.

Crooco0 nmpuMeHeHus

HapyxHo.

4.3. TlpoTuBomoka3zaHus

['MnepuyBCTBUTENBHOCTh K JIETTIO Oepe30BOMY, TPUOPOMQEHOIATY BUCMYTa U BUCMYTa OKCHJIA
KOMIUIEKCY HJIM K JI0OOMY M3 BCIIOMOTaTENbHBIX BELIECTB, MEPEUUCICHHBIX B pazaene 6.1;

OCTpble THOMHbIE 3a00NieBaHMs KOXM M MITKHX TKaHed (abcueaupyrommii ¢QypyHKyd,
1
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[apanpoKTUT, SMIIUEMA IIEBPHI).

4.4. OcoOble yka3aHHSl M Mepbl IPEJOCTOPOKHOCTH IIPH PUMEHEHUH

He nomyckare nmonajaHusi JMHUMEHTA Ul HAPYXKHOT'O MPUMEHEHHs Ha CIM3UCTbIe 000JOUYKU U
B IJ1a3a.

[Tocne HaneceHus mpenapara HEOOXOJMMO THIATEIBHO BBIMBITH PYKH JIS TPEIOTBPAIICHUS
I0T1aJIaHUs JIMHUMEHTA B IJ1a3a, poT, HOC.

BcnoMorarenbHEIC BEIECTBA

KiemeBuHbpl OOBIKHOBEHHON CEMSIH Macjio (KacTOpOBOE MAaciio), BXOJSIIEE B COCTaB, MOXKET
BBI3BIBATH KOXKHBIE PEAKIUU.

4.5. B3auMmojeilicTBMe ¢ [PYIrMMH JIEKADCTBEHHBIMH TMpenaparaMu W JApyrue BHIbI
B3aNMOJAEHCTBUSA

He onucano.

4.6. BepeMeHHOCTDH M JAKTALUSA

bepemeHHOCTD

[Ipumenenue mpemnapara BO BpeMsi OEpEMEHHOCTH BO3MOXKHO TOJBKO B T€X CIy4asx, Koria
npemnonaraeMas 1noJjb3a Jjisi MaTepy MPEBbIIIACT MOTCHIMAIbHBIA PUCK IS TUI0/1A.

JlakTarms

[Ipu HEOOXOIUMOCTH MPUMEHEHHUsI TIpenapara B MEPUO]] JIAKTAI[UU CIEAYET PEIIUTh BOIPOC O
MpPEKPaAIEHUHU TPYIHOTO BCKaPMIIMBAHUSA.

Heo0xoauMo MpOKOHCYIBTUPOBATHCS C BPAYOM.

4.7. BuusiHMe HAa CNMOCOOHOCTH YNPAaBJSITh TPAHCIOPTHBLIMM CpPeACTBAMH U pPadoTaTh ¢
MeXaHu3MaMHu

JluanMeHT Oanb3aMUYecKHii 1Mo BUITHEBCKOMY HE OKa3bIBaeT BIMSHHUS Ha CIOCOOHOCTH
YIOPABJISATh TPAHCIIOPTHBIMU CPEJCTBAMU U MEXAHU3MaMHU.

4.8. HexenateJbHble peaKIuu

Pe3roMe HexenaTeabHbIX PEAKIIUU

AJ'IJ'ICpI‘ MYCCKUC PCAKIIUU. HpI/I JJINTCIIBHOM ITPUMCHCHHUUN BO3MOKHO pa3aApakKCHUC KOXKH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXCIIATCIbHBIX PCAKIINAX

BaxHo coo0maTe O MOA03PEBAEMBIX HEXKENATENbHBIX PEAKIHAX IOCIE PErucTpaluu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1efbio 00ecredeHnsl HeMPepbIBHOIO MOHUTOPUHTA COOTHOIICHHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOI'O Mpenapara. MeauluHCKUM paOOTHUKAaM PEKOMEHAyeTCs
cooOmare 0 JIOOBIX  MOJO3PEBAEMBIX  HEXENATeNbHBIX  PEAKUUSAX  JIEKapCTBEHHOTO
npenapata = 4yepe3  HalMOHAJIbHBIE  CHCTEMBl  COOOIIEHHS O HE)KEaTeNbHbIX

peaKuuaX rocy1apcTB — WieHOB EBpa3suiickoro 3KOHOMHUYECKOr0 COr3a.
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Poccuiickas @enepanus

109012, Mockga, CnaBsHcKas momas, a. 4, ctp. 1

DdenepanibHas ciryx0a 1Mo Ha30py B cdepe 3npaBooxpanenus (Poc3npasuamzop)
Tenedon: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHUMITOMBI TIEPE03UPOBKH HE OMUCAHBI.

JleueHne cUMIITOMAaTHYECKOE.

5.  ®APMAKOJIOT'MYECKHME CBOVMCTBA

5.1. ®apmakoauHamMHYecKHe CBOiiCTBA

dapmakoTepaneBTHUECKasi TPYIIa: AaHTUCENTUKA M JIe3UHQUIMPYIONINE CPEICTBA; Ipyrue
AHTHUCETITHKH U Je3WH(UITUPYIONTUE CPEICTBA.

Koxg ATX: DO8BAX

dapmakognaamuyeckue 3P PeKTol

KomOunupoBaHHbIN npenapaTt uisi Hapy:KHOTO npuMeHeHus. OKas3bIBaeT aHTHCENTUYECKOE U
MECTHOpa3Ipaxkaroliee IeHCTBHAE, YCKOPSET MPOIECCHl pereHepaIii.

Hezomy bepe306biii obmamaer KepaTOIIaCTUIECKHM, AHTUCETITHYECKUM,
IPOTHBOBOCTIAJIMTENBHBIM, MECTHOPA3ApaKAIOIIMM JEHCTBHEM, CIIOCOOCTBYET YIyYIIEHUIO
KPOBOCHA0KEHUS TKaHEH.

Kcepoghopm (mpubpomgenonama sucmyma u eucmyma okcuoa KoOmMnjiekc) o01aaaaeT BOKYIINM,
a7copOUPYIONINM, TPOTHBOBOCTAIMTEIHHBIM, AQHTHCENITUYCCKUM JeicTBUeM. [Ipu HapyKHOM
IPUMEHEHHUU KCepOPOpM YCKOPSIET pereHepalnio TKaHe.

5.2. dapmMakoKHHeTHYeCKHe CBOicTBA

He omucano.

6. ®APMAIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/bHbIX BellleCTB
— KJICIIIEBUHBI OOBIKHOBEHHOW CEMSTH Maciio (KaCTOPOBOE Maclio);
— KpeMHUS THOKCH/T KOJUTOMIHBIN (a9pOCHII).

6.2. HecoBmecTHMOCTH

He npumennmo.

6.3. Cpok rogHoctu (CpoK XpaHeHHs)

5 ner.
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6.4. Oco0Obie Mepbl PEIOCTOPOKHOCTH MPH

XpaHuTh pu Temnepatype Hmxke 25 °C.

6.5. XapakTep  cojiep:kaHue NePBUYHON YIIAKOBKH

I[To 25 1, 30 1, 40 T B Ty0y aJIfOMUHHEBYIO, YKYIIOPEHHYIO KOJIMAYKOM HABUHYHMBACMBIM W3
MOJIMATUJIEHA HU3KOTO JIaBJieHHs (OyIIOHOM), WK B TyOy MOJMMEPHYIO U3 KOMOMHHPOBAHHOTO
Mmarepuaia (MOJUATUIICH BBICOKOTO JIABJICHHUS/QTIOMUHUN/TOIMATIIIEH HHU3KOTO JaBJICHUS),
YKYIOPEHHYIO KOJIAYKOM HAaBUHYMBAEMbIM W3 HoJunponwieHa (OymoHoMm), miau no 25 T,
30 r B 0OaHKy OpaHXEBOI0 CTEKJIa C TPEYroJIbHBIM BEHUYHMKOM, YKYHNOPEHHYIO KPBIIIKON
HATATUBAEMOM U3 MOJUATHIIEHA BBICOKOTO JIaBJICHUS C YIUIOTHSIOLIUM 3JIEMEHTOM.

Ha TyOy amoMuHHEBYI0, TyOy MOJIMMEPHYIO TEKCT U PUCYHOK ITUKETKA HAHOCAT ME€YaTHBIMU
KpacKaMM WJIA HaKJIEUBAIOT 3TUKETKU CAMOKJICSIITHECS.

Ha 6aHKy HaKJIeHBarOT 3TUKETKY CaMOKJIESIIYIOCS.

TyOy altOMHUHHEBYIO, WM TYOY MOJTMMEPHYIO, WIH OAHKY C JTMCTKOM-BKJIA/IbIIIEM TOMEIIAIOT B
NayKy U3 KapTOHA JJIsl TOTPEOUTENLCKOM Taphl.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH  YHUUYTOKEHHHM  HMCHOJIH30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEHUs
JIEKAPCTBEHHOI'0 Mpenapara u JApyrue MaHUIYJISIUM C PenapaToM

Her oco0bix TpeOoBaHu# K yTUIN3ALUY.

7.  JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas ®enepanus

AxkunonepHoe obmiectBo «IIpousBoacTBenHas papmaineBTHueckas koMnanuss OOHOBIECHUE»
Opunuuecknit anpec: 633621, Hoocubupckas o001., Cy3yHckuii paion, pm. Cy3yH,
yi. Komuccapa 3sTpkoBa, 1. 18.

Ten./akc: 8 (800) 200-09-95.

7.1. TlpencraBuTe/ib Aep:KaTessi perucTPallMOHHOIO Y/10CTOBEPEHH s

[IpereH3un norpedUTENEd HAIPABIATE 110 aJIPECY:

Poccniickas @enepanvs

AxuunonepHoe o6mectBo «IIpousBoacTBeHHas papmareBTHUecKast koMnaHust OOHOBICHUE
630096, r. HoBocubupck, yn. CranimonHasi, 1. 80.

Temn./akc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8.  HOMEP PETUCTPAIIMOHHOTI'O YJOCTOBEPEHUS
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COOTBETCTEYET JKCNEPTHOMY OTYETY
NI N7 KE RIRG

‘-.l-l J.
OT AU UG AUES - D200

(NMOCNEOOBATENEHOCTE 0002)

9. JATA MEPBUYHOI PETUCTPAIIUM (IOATBEPKIEHMSI PETUCTPALINAM,
MEPEPETHCTPAILINN)

JlaTa nepBoii peructpanuu:
10. JATA INIEPECMOTPA TEKCTA
OOmass xapakTepuCTHKa JICKapCTBEHHOro mpemnapara JIMHMMEHT Oanb3aMUYECKUU IO

BI/IH_IHGBCKOMy AOCTYIIHA Ha I/IH(bOpMaHI/IOHHOM Iopraic EBpaBHﬁCKOFO 3KOHOMHYECKOI'O COX03a

B MH(OpMaLMOHHO-KOMMYHHKaMOHHOM cetn «uTeprer» http://eec.eaeunion.org/.
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