BEN-GAY PAIN RELIEVING RUB™

KPATKA XAPAﬁTEPHCTHKA HA IT'POAYRTA
MIHHCTEPCTRO HA 3EPABECNASBALTTO

FHpMAOMKEHIE KDH
paspewatue 3a yuorpeba e -1y 08| 0 6 102,024

2. KoayuecTBEH H KAYECTBEH ChLCTAB 6 {{é/[{(F— 402" 0 // %’7

Enuu rpaM yHIBeHT chabpiKka methyl salicylate 150mg-u menthol 100mg. /

1. Hme aa mpoaykTa
Ben-Gay Pain Relieving Rub,

3. JlexapeTBeHa gopma
YHIBEHT

4, K1gHU9HA JAnad

4.1 INoxazaHus
34 CHMIITOMATHYHO JIOKaIHO o0nexuaBate Ha DonxaTa B BE3IAICHUETO IIPH
ApPTpaNTHs, MHAITHS ¥ pasTATaHe.

4.2 Jlo3upoBKA HAYHH HA NPHA0KEHHe
VHrBeHTHT e IPUAAra Ype3s BTpHBaHe BBPXY K0oJKaTa Ha 3acerHaraTa obmacr. Tosa
Moske ja OpAe MOBTOPEHO NPH HEOOXOMMMOCT ClIe]] HAKONKO Jaca (3-4 mbTH Ha JIEH).

4.3 IlpoTHBOHOK23aHHSA
CepexuyscTBuTenHOCT KBM methyl salicylate, menthol wmm Hsxo OT npyTHTE
CHCTABKY, OTBOPSHH PaHy, Bh3NaleHa KoXKa, Aeia oM 12 roguHu.

4.4 Cnenpaxan NIpeRyNpPe;KACHAS M CICHHAIHE NpelHa3HH MepPKH IpPH
yHoTpeba

Camo 3a BBHIIHO IIPHIOKEHHE.

He u3moin3paiiTe CBC 3arpABanld KOMOPECH.

He u3non3BaiiTe NpH II0sSRA HA BB3NANEHHE HA KOJXKATa.

Ja ce n304rsa MonazaseTo B OUHTE U BBPXY JIHTaBHIH

B ciyyait, ue GoskaTa npoxsinky 10 wiH moBede Aun 063 Aa MMa ofexyaBase Ha
CHMIITOMHTE, TpsI0Ba Ia ce IOTHPCH KOHCYITallds: ¢ JieKap .

4.5 B3auMOI€iicTBES ¢ APYTH MeJUKAMEHTH ¥ APYTH GOpPMM HA B3aHMONEHCTBIS
Hama

4.6 BpeMeHHOCT H KbPMeHe
Topazu ¢axta, ge salicylate ce abcoplupa nipes Koykara B MOXe 1a IIpe,I[PI3BHKa

TOM3a/PUCK.




4.7 BansteHe BbpPXy ClI0COOHOCTTA 32 MO@Hpane H padora ¢ MAITHHH
He oxaspa BnusHMe BEPXY cNoco0HOCTTA 32 modhupane ¥ pabora ¢ MaIHy.

4.8 HexenaHu JeKapcTBeHH peakniy

Menmon

MenToN pAOKO MOXKE Ja IPeU3BUKa alNCPTHIHE peaKilMH KaTo YPTHKApHs, epUTeMa
H Apyru KOXKHH ne3uH. Ha npaxkTtuka obade, OposT Ha HeXeNasUTe NEKapCTBEHH
peaxuy clel BRHIHO NPHJIOKEHHE Ha MEHTOI € MHOIO HHCHK.

Memuncanuyunam

HezaspcuMo OT TOKA3aTeJICTBaTa, e IOTHBIIAHSTO Ha.METHICATUIIHIAT € OIIacCHO,
CHeN BEHITHO MPHIOKSHES TaKa, KAKTO ¢ NPeophYato, METHICATHUMTIAT CE IOHACK
no0pe ¢ H3KIIOYeHAe Ha PEAKH CIIyyas B KOMTO BR3HMKBA CHIIHO JIOKAIHO JpasHeHe.

4.9 IIpexosupane
Tlpu 5I0KATHO TIPHIOKEHHE HAMa OIIACHOCT 3a MIPEAO3HPaHE.

Tlopaau xoxxHaTa abcopOI¥a Ha MEHTONA CIIe IIPIHIIOKEHHE My BBpXY OOIIHPHH
ITOLIH, MOTaT Jia BE3HUKHAT HeeNlaHH TeKapCTBEHH PeaKUiH, MON06HH Ha Te3H IpH
excilecHBHa yIoTpeda Ha IPYTH JIeKapcTBa, ChABPKALIM MEHTON: TafeHe,
abomMuaaiHa 607Ka, IOBPBIAHEe, ¥ CAMITOMH Ha IIOTHCKAHe Ha IEHTpallHa HepBHA
chcTeMa (3aMaliBage, HeCTabHIIHA IOXOHKA, CHHIHBOCE, OpaMIIHes H KOMa).

5.0 @apmaKoIOrHYNH JaHHH

5.1 @®apMmakoJHRAMHYHM CBOHCTBA

PapmaxomepanesmuiHa zpyna: IeKapcTBO 3a JIOKAIHO IPUJIOKEHAE TIPH apTpanrys
u muanras. ATC xon: MO2ZA C

Menmonvm € Hamansasaio GoNKaTa CpeACcTBO (JIOKaTEH Ba30AHIATATOD)

Tlpu NoKaiHO NPHIIOKEHAE Ha MEHTON ce HabroAaBa OBp30 U NEepCHCTHPAINO
qyBCTBO Ha 3aTONIAHE.

Memuncanuyunamem NelicTBa KaTo HaMaisapammo O0JKaTa CpelCcTBo, KOETOo ce
H3M0N3Ba 34 BpeMeHHO oDIeKuaBaHe Ha “ABIO0K0 pasnonoxeHa’” 6onka.

B nsoiigo-cndno mianedo-KOHTPONHpaHo HPOy4YBaHe € YCTAHOBEHO, e
YCIOKOABALKAT OONKATa JIOCHOH, ChABPKALL METHIICANHITHIAT, IIPH X0pa, CTPaaltl
OT CpeHOU3pA3eH 110 OONE3HEHOCT apTPHT © IPOABHII 3HAYUTENHO [O-TONSM edeKT
OT TO3H Ha Iiauedo, IpH odIeKUaBaHe Ha apTpUTHaTa Goka.

TlpuinoxeHHETO Ha JIOKAINHO NeHCTBAIIAL KPEM, ChIbPIKAI] METHIICANHIIAIAT BEPXY
G0e3HEHH APTPUTHO IIPOMEHEHH CTaBU IIPH TeCT- I'PYaTa JOBELE A0 3HAYHTENHO
HaMaJICHHE Ha AKIHOHHHS HOTSHIHANI Ha Pa3HONOKEHHUTE B ChCEACTBO MYyCKYIIH,
JIOKaTo MPHIIOKEHHETO Ha TIAanedo He Ipenu3BiKa 3HAYUMH TIPOMEHH.

Jeticteuero Ha Ben-Gay Pain Relieving Rub 3a namanapaneTo Ha MyCKYJIHHS CIIa3bM
1 HoNKaTa IPH MyCKyIeH CIa3bM, € CBBP3aHO C IIpoleca Ha 3aTOILIHE, IPESAU3BEKaH
OT OMAATAIEATA HA KaUMISpHUTe, YBelHdeHHs IPHTOK Ha KPBB U OTCTPaHsiBaHeTo Ha
MIEYHATA KHCEINHA.




HamMansBa cyOeKTHBHOTO YyBCTRO 33 JUCKOM(OPT B NOCIEAHUTE MHHYTH Ha
MAaKCHMAIHO MOHOTOHHO Oframe.

5.2 GapMaKOKHHETHYHH JAHHIH

Cren MoKanHo NpuiIokeHe MeTHIICATHIIIAT ce abcopbupa mpe3 HeyBpeAcHAa KOXa.
TlepxyTanuo aGcopbupannsT METHICAHAITHIIAT HMa CHCTEMHH edexTH,
aBCOPBHPAHOTO KOMMYECTRO € JOCTATHUHO fa MPEAU3BHKA 3HAUNTEIEH AHANIeTHYCH
eexT.

5.3. llpenkANYHHA JAHHHA 32 fe30HacHOCT
Hama manuaan DpenIIfHIIHE TaHHE 3a 6e301acHOCT.

6. ®apManeBTHYHH JAHEH
6.1 Canernx Ba HEAKTHBHHTE ChHLCTABKH

Stearic acid, glycerylmonostearate, anhydrous lanoline, polysorbate 85, sorbitan
tristearate, trietanolamine, purified water

6.2 HechBMECTHMOCTH
Henpunoxumo

6.3 Cpox Ba rogHOCT
3 romuny. CpoKBT Ha FOIHOCT He CE IIPOMEHS el OTBapsAHe Ha Tybara.

6.4 CoxpaHenue
Ja ce cpXpaHsaBa IpH TeMIeparypa 1o, 30°C

6.5 EcrecTBo H ¢bCTAB HA ONAKOBKATA
Ty6bu ot 35T

)Z[a CE ChXpanaBa Ha HEOOCTERIIHO 34 Jena MACTO.

6.6 Uncrpykinn 3a ynorpeba
Henpunoxumu

7. MpuTexaTten Ha pa3pellunTenHoTo 3a yrnoTpeba
PFIZER H.C.P. )
235 East 42™ Street

New York, NY100017-5755

USA

8. Homep Ha pazpeminTeIHOTO 3a ynoTpeda
9. lara Ha LPBO Pa3pPeIMTENIHO 32 NPoJK6a/HA HOHOBEHO PAa3PEHINTENHO 32
npogaxéa

05.10.1993

10. JlaTa Ha mocaeaHa peJakiiusa Ha TEKCTa
Asryct 2000




