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JIMCTOBKA 3A IIAIIMEHT A

SOLCOGYN vaginal solution
COJIKOI'HH Barunanes pa3Teop

CneTas:

Axmusnu cocmaexku ¢ 1 mi:

Nitric acid 70% 578.5 mg
Acetic acid 99% 20.4 mg
Oxalic acid dehydrate 58.6 mg
Zinc nitrate hexahydrate 6.0 mg
Bopa go 1 ml.

JlekapcTBeda dopMa, KOJIHYECTBO B €HA OIIAKOBKA:
BarunaneH pastsop, 2 ¢nakona x 0,5 ml B enna onakoBka.

Hme H agpec HA NpUTeXaTeAs HA pa3pelleHHeTo 3a yiorpeda:
Valeant Pharmaceuticals Germany GmbH

Diisseldorfer Strafle 40 A

65760 Eschborn

['epmaHus

Ten: +49 (0)6196 99889 0

Mdakc: +49 (0)6196 99889 900

IIponiBoanTEN HA NEKAPCTBEHUS HPOAYKT:

ICN Switzerland AG

CH - 4127 Birsfelden

Ruhrbergstrasse 21

Switzerland

Ten. +41 61 316 16 16

@axc: +41 61 313 00 73

dapMmakoTepaneBTu4Ha rpyna/Haunn Ha gedcTBHe:
JleficTBUeTO Ha Solcogyn BBpXY ABara BUJAA €MUTEN HA MATOYHATA LIHHKa — HOpMaJieH H
M3MEHEH € Pa3jIMyHO U C€ JBJDKM Ha CNeU(PUUHHA CBhCTaB HA JIEKAPCTBEHHA MPOIYKT.
Cnes NpUIOXKEHHETO MY BBPXY 30HHMTE, TMOIJEXalld Ha JieyeHHe ce Habmwonasa
HezabapHa ¢HUKcaUUs Ha AWraBU4HUg enuren. HopmanHata NOKpHBHA TBKaH Ha
BErMHAJIHATA Y4CT HAa MATOYHATA IIHIKA, KOATO € NO-YCTOMYMBA, MPAKTHUECKH HE CE
3acsara. Gukcaumnsta HacTbeABa OBP30, 32 HAKOJKO MUHYTH W MOXe Aa Obie paslosHara
Mo ONeA0XKYNTOTO UITU CUBO OUBETSABAHE HA ThKAHHTE.

[To-kbcHO nox obpasysanara ce Kopuuka ce popmypa HoB enuren. Kopudukara oTnaja
cjiel HAKOJKO JHH.

TepaneBTHUHH NOKA3aAHMUA:

Solcogyn e nexapcTBenHa ¢opMa 3a JIOKAJIHO /MECTHO/ HNPHIONKEHHUE, CHNELHANHO
npeaHa3HayeHa 3a Ne4eHre Ha 100poKauecBeHi H3MEHEHHs Ha MaToYHaTa IHHKa.
IIpoTruBonoxazanus: 3710Ka4eCTBEHU U3MEHEHHS HA MAaTOUHATA INUHKA.

JlekapcTBend ¥ Apyru B3aumojelicrsus: He ca H3BECTHH.
JHO3MpoOBKAa H HAYHMH HA IPHI0KEHHE:

Solcogyn ce npunara nokanHo /MectHo/ B obyacrra Ha HameHeHa




I. CexpeTsT Ha Maro4yHara WIMKKA Ce OTCTpaHsABa ¢ IMaMydeH TaMnoH. llgnara
MOBBPXHOCT c¢ 00paboTBa ¢ pa3TBOp HA OLETHA KUCE/IMHA, 3a Ja MOXE Ja ce
OrpaHuy4y 30Hara ¢ USMEHEHUATA.,

2. MacTtoTo ce TpeTHrpa C naMyueH TaMITOH, HanogeH cbe Solcogyn.

Cnen 1-2 munyTu Solcogyn ce HaHacs MOBTOPHO MO CHUIAA HAYHH.

4. Cnen neueOHaTa npolLeaypa HE C€ Hajara MallMeHThT Ja chasBa choelualeH
PEXKHUM — HAMA OFPAHUYMEHUS OTHOCHO KbIIaHE, NUIYBaHE, MOJ0B KOHTAKT.

5. B cayyaure Ha obnacT ¢ rosisMa nnoi, Abji6oynHa U QUCYPH, B KOSATO pa3sTBOPHT
He OM NPOHWKHaN AOCTATBYHO ABIOOKO IPH MbPBOTO HAHACSIHE, C€ MPENOPHYBA
[IOBTOPHA Ipoleaypa cnea 4-5 aHu.

6. Heobxomumo e mnaLMeHTBT Aa ¢€ sABH 3a Mperien npu jJekapa oOMKHOBEHO 4
CeAMMIIM CJie]] HAYalmHOTO JieueHHWe. AKO HE € MOCTMrHaT [00bp pesynTart,
IGUEHHETO TMPOABIKABA, [MOC/AEABAHO OT KOHTPOJEH Iperiel ceumo ciex 4
CEJIMHLIM.

[ IpoabXKHTENHOCTTA HA IEUEHHETO CE ONpeNesa OT JIEKapA.

IIpennoprKH npu ynorpebda:

Buumanue! Solcogyn e cunHO passkaain pastsop. [a ce u3barea KOHTaKTBT € JPEXHTE,

Koara U ocobeHo oumte. B ciyuait Ha nonajgaHe Ha Solcogyn BbpXy HexellaHa o0iacr,

M3MUiTE 51 He3a0aBHO ¢ BoAa MK 11o-100pe ¢ 1% pa3rBop Ha HaTpueB OMKapOoOHar.

HexenaHu ieKapCTBEHH peakHyH:

Jlocera HAMa [OAaHHW 3a HeXenaHd JekapcTBeHH peakuud. He ca HabmozasaHu

YCIIOXKHEHUSA KaTo oOpa3dyBaHe Ha puOuUM W Aodopmanus Ha KaHajla Ha MaTOYHaTa

muika. Jleuenuero e 6€300/€3HEHO.

Hauun Ha cpbXpaHeHHe:

Jla ce cpxpaHsBa npu temrneparypa noa 25°C,

Ha ce chbXpaHsaBa Ha MECTA HEJIOCTBITHH 324 Aela.

CpoK HA roIHOCT: 3 TOAUHH.

tad

JlaTa Ha nocjaeaHa peaakuus Ha aucroBkara: 12/2008 r.




