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WNHCTPYKLIUA MO MPUMEHEHWNIO B
COOTBETCTBUN
COAPMALIEBTUMECKMMU CTAHLAPTAMU
(MPENAPATDI) — 1986
BHumatenbHo 1 nonHocTbl0 NpouTUTe
MHCTPYKLMIO
nepef NpuMeHeHUeM npenapara.
QOPMBT I.'laHHOVI WHCTPYKLWK yCTaHOBNEH
MVIHVI(Tep(TBOM 3[1paB0OOXpaHeHunA, coaepXaHne
NPOBEPEHO 1 YTBEPXKAIEHO.

NPOKTO-IMNBEHO
(BEYW, KPEM

Cocras:

(Beun — Kax/an cBeYa CORLPKUT:
AKTUBHbIE KOMNOHEHTbI U MX
KOJIYeCTBO:

Tribenoside 400mg, Lidocaine 40mg

HeaKTUBHbIE KOMMOHEHTbI:
Hardfat#1 (witepsol E85), Hard fat #2 (witepsol W35)

[}

Kpem — kaxppble 100 r kpema copepxar:
AKTUBHbIE KOMNOHEHTbI U UX KONIMYECTBO:
Tribenoside 5.0g, Lidocaine HCl 2.12g

HeakTuBHbIE KOMMOHEHTDI:

Sorbitan stearate (Arlacel-60), Macrogol cetostearyl
alcohol  (Cetomacrogol-1000), Cetyl alcohol,
Isopropyl palmitate, Liquid paraffin, Methylparaben,
Propylparaben, Sorbitol liquid (non crystallizing),
Stearic acid, Purified water

JlekapcTBeHHas rpynna:
Tribenoside: ana Bocnaneuii n B30yTVA BEH



Lidocaine: MecTHblil aHecTeTnK

TepaneBTuyeckoe AeicTame:
06nerueHue COCTOAHINA NPU reMOppoe

I'Ipomnonoxasauun KNpUMeHeHuto:

MpoTiBOMOKa3aHO MpUMeHeHHe Mpenapata npu
NOBBILUEHHOI YYBCTBUTENBHOCTU K OFHOMY U3
€70 KOMTNIOHEHTOB.

lpoTvBONOKa3aHo MpuMeHeHe npenapata B

nepBblil TPUMeECTp bepeMeHHOCTI.

He npumensiite npenapar 6e3
npeaBapuTenbHoN KOHCYNbTaLMy ¢
Bpayom:

Ecnn Bbl (Tpajaete win (Tpafanu B npownom
NeYeHOYHOU Hefl0CTaTOYHOCTbIO.

Ecnn koxa Ha mecte NpUMeHeHNA npenapata unu
PAKOM CHUM BOCMANeHa Unu nNoBpexaeHa.

Mpepoctepexennsa: .

Henb3s NPUHUMATL  AaHHbIM Mpenapat 4acTo
NN Ha NPOTAXEHUN ANUTENbHOr0 BpeMeHH, He
MPOKOHCYNbTUPOBABLLNCE C BpaYoM.

(neuyeT u36eratb nonajaHuA B rnasa.

B3aumopeiictBue ¢ gpyrumun
npenapatamu: .

ECnv Bol npusimaete apyroit npenapar, BKitouas
npenaparbl, NpofaBaemble 6e3 peuenta, n
6M0ﬂ0638KVI, Wunu, ecni HelaBHO 3aKOHUUNKU
JieyeHue apyrum npenapartom, C006LLlVIT€ 00 370M
Jievallemy Bpayy B Lienax npenoTepaLleHna
onacHoCTM unn HEB¢¢EI§TMBHOCTVI Jieyenus,
(BA3AHHbIX C B3aUMOAeNCTBUEM C AAPYTUMIA
JieKapcTBamu.

bepemeHHOCTb 1 naKkTauma:
He "ucnonb3osatb MpokTo-MuseHon® B nepsom
TpUMeCTpe GepemMeHHOCTH.

0XHO 1cnonb3oBath MpokTo-MuBeHon® nocne
NepBoro TPUMECTPa bepemeHHOCTI 1 B Nepuoz
naktauun. He npeBblLuaTb peKomMeHayeMoit
L03UPOBKHY.

Mo6ouHble ABNEHUA:

Kpome xenaemoro s ekta, Bo Bpems
UCMONb30BaHNA NpenapaTa MOryT BO3HUKHYTb
noboyHble ABNEHNA.

Mo6ouHble ABNeHus, Tpebylowme ocoboro
BHUMAaHuA:
Annepruyeckue peakumm (aHadunakTuyeckme

®

peakuun) (oueHb peaKo): Cnedyet npeKpaTiTh
NeyeHue 1 06paTUTBTCA K Bpauy Cpasy, eciiv NOABUTCA
OfHA U3 CNedylWyX Peakumil: 3aTpysHeHue
ZIbIXaHUs WNK TI0TaHMA, OTeK Jnua, ry6, A3bika u/
W TOPAA, 3y/ KXW, CONPOBOXKAALLNIACA KpacHOi
CbiMbIO U My3bIpbKaMK, aPUTMUA.

MoKkeHue, NOKpacHeHHe, 3y Ha MecTe NeYeHns U
PAROM C HUM (peaKo): HemeaneHHo obpaTuTech K
Bpayy.

Mlpn nosBneHun  nobouHbix  dddeKToB,  He
YNOMAHYTBIX B JaHHOI MHCTPYKLUW, NGO B Clyyae
U3MeHeHUs  o0Lero  camouyBCTBUA  CrieyeT
HeMeZ/IeHHO 00paTUTbCA K Bpauy.

PekomeHpyemasn 031poBKa npu
OTCYTCTBUU APYTUX yKa3aHUH Bpaya:
MpumenaTs yTpom u Beuepom. Korga coctosHme
YNyuwnTca, COKpaTUTL NPUMEHEeHNe npenapara fo
0/IHOT0 Pa3a B JieHb.
Ecnn Bbl 3a6binu npuMeHnTb npenapat BoBpems,
CnepyeT MPONYCTUTb 3TOT MpUeM U Cleaylowmii
npuem OCyLIeCTBUTb B 00bluHOe Bpems. He
npyMeHsiiTe ABOIHYI0 A03Y.
Ecnu B TeueHue 7 Hei Ballie coctosiHue He
{lnqumca, Heo6X0ANMO 00paTUTCA K Bpavy.

e NpeBbilLialiTe peKOMeHAyeMyto J03MPOBKY.

BHumanue:
He rnorarb! lpenapat npefHasHaueH Tonbko AnA
Hapy»KHOTO MPUMEHEHUA.

(noco6 npumeHeHns:
(Beun:
Ecnn cBeuka cnwkom mArkas, nonoxute ee Ha 30
MUHYT B XONOAWIbHUK Wnu 0bneiite ee X0noAHoi
BOAO/ nepeA Tem, Kak CHATb 00epTky. CHumuTe
00epTKy 1 CMouuTe CBEYKy XONMOAHOW BOJOIA.
TlarTe Ha 60K 1 nanbLiem BBeAUTe CBEUKY B 3aJHUi
TPOXOA KaK MOXHO r1y6ixe.

Kpem:

[lpu BHYTPEHHEM remoppoe HyXHO BBECTU Kpem
B 3ajHuii npoxod. [lpucoepnHute annnukarop
K KOHUMKY OTKpbITOro Tio6UKa, BBEAWTE KOHUMK
annaMKaTopa B 3aHNil NPOXOA U MATKO HaXMUTe
Ha THOUK, 4ToObl BbAaBUTb Kpem. OTcoeanHute
annavKatop 0T TioGuka 1 XopoLo NpomoiiTe ero
Tennoii BoZoii v Mbinom. MnoTHo 3aKpoiite THOUK.

HapyHoe npumeHeHue:
BbiMoiiTe M TLL@TENbHO BbICYLINTE 0671ACTb
aHanbHoro oTeepcTyA. HavecuTe HeGonbluoe

KONMYECTBO KPeMa 1 0CTOPOXKHO NoMaccupyliTe.
MnoTHO 3aKpoiiTe TIOOUK 1 BbIMOIATE pyKM.

YT, T T T T = — — — — Bl

I I
_ CNoco6CTBOBATD yCrexy neyenna? B

Heobxoavmo TiaTenbHO Co61H0AaTb MMUHYI0 FUTMeHy
1 CefUTb 33 PerynapHOCTbIO PaboTbl KILLEYHMKA.
YnoTpebneHme OCTaTOUHOTO KOMAYECTBA KUAKOCTH,
NPaBUNbHOE MUTAHUE M QU3NYECKUE yNpaKHEHUs
nocopieiicteylor B 31om. He 3noynotpebnaiite
CnabutenbHbIMM.

U36eraiite oTpaBnenua!
[laHHoe nekapcTBo, Kak 1 nio6oe Apyroe, cnenyer

XPaHUTb B 3aKPbITOM, HEAOCTYMHOM AN JeTeit u/
WM MNazieHLIeB MecTe, BO U30€XaHue 0TpaBeHus.
Ecnn Bol npunanu Gonbuyio o3y, unu pebexok no
owubKe MpornoTUn 3T0 NeKapcTBo, HemeAneHHo
obpatutecb B MpUemHbIi  NOKOA  6ONbHULBI,
3aXBaTuB C C000i1 yNaKoBKY NieKapcTBa.

He Bbi3biBaiiTe PBOTY, He MONYYMB Ha 3TO YKa3aHUit
Bpaya!

He npunumaiite npenapar B Temnote! [pyn kaxaom
npvieme npenapara npoyTITe 3TUKETKY 1 NpoBepbTe
n03upoBky. [lpu  HeobxogumocTv nmonb3yiitech
0uKaMu.

XpaHeHue:

(nleqyeT XpaHTb Npu Temnepatype Hinke 25°C.
[Jlaxe npu cobniofeHn peKoMeHayeMbIX Npasin
XpaHeHUA CPOK XpaHeHWs NeKkapcTB OrpaHuyeH.
Moxanyiicra, obpaTute BHUMaHMe Ha fJaTy
UCTeYeHUa cpoka rogHocTn npenapara! Mpu
BO3HUKHOBEHUM COMHEHWIl NPOKOHCYNLTUpYiTeCh
¢ apmaveBToMm, BbIAABLUIMM Npenapar.

Henb3A xpaHuTb pasHbie NiekapcTBa B 0AHOI
ynaKoBKe.

PerncrpaumoHHbIii Homep npenapara:
(Beun: 674023920
Kpem: 446523919

lpou3sBoauTenb: Hosaptuc Koncoiomep Xend,
LliBeituapua

Bnapeney nuueHsnm: NCH Ltd., yn. Xa-
Medanbcum 14, Netax-Tukea

PATIENT PACKAGE INSERT IN
ACCORDANCE WITH THE
PHARMACISTS' REGULATIONS
(PREPARATIONS) - 1986
Read this package insert carefully
in its entirety before using this

medicine. )
The format of this leaflet was determined
by the Ministry of Health and its content
was checked and approved.

PROCTO-GLYVENOL °©
SUPPOSITORIES, CREAM

Composition:
Suppositories: Each suppository contains:

Active ingredients and their quantities:
Tribenoside 400mg, Lidocaine 40mg

Inactive Ingredients:
Hard fat #1 (witepsol E85), Hard fat #2
(witepsol W35)

Cream: Each 100 g contains:

Active ingredients and their quantities:
Tribenoside 5g, Lidocaine HCI 2.12g

Inactive Ingredients:

Sorbitan stearate (Arlacel-60), Macrogol
cetostearyl alcohol (Cetomacrogol-1000),
Cetyl alcohol, Isopropyl palmitate, Liquid
paraffin, Methylparaben, Propylparaben,
Sorbitol liquid (non crystallizing), Stearic acid,
Purified water

Therapeutic group:

Tribenoside: for inflammations and swelling
of the veins

Lidocaine: local anesthetic

Therapeutic activity:
For the relief of hemorrhoids

When should the preparation not be
used?

Do not use this medicine if you are sensitive
to any of its ingredients.
Do not use this medicine during the first 3

months of pregnancy.

Do not take this medicine without
consulting a doctor before starting
treatment:

If you suffer or have suffered in the past from
impaired function of the liver.

If you suffer from inflammation of the skin or if
the skin is injured and wounded in the area of
treatment or near it.

Warnings:
Do not use this medicine frequently or for a
long period of time without consulting a doctor.

Avoid contact with the eyes.

Drug interactions:

If you are taking another drug concomitantly,
including non-prescription medicines and
nutritional supplements, or if you have just
finished treatment with another medicine,
inform the attending doctor, in order to prevent
hazards or lack of efficacy arising from drug
interactions.

Pregnancy and lactation:

Procto Glyvenol® should not be used during
the first 3 months of the pregnancy.

Procto Glyvenol® may be used after the third
month of pregnancy and during lactation. Do
not exceed the recommended dosage.

Side effects:

In addition to the desired effect of the
medicine, adverse reactions may occur during
the course of taking this medicine.

Side effects which require special
attention:

Allergic reactions (anaphylactic reactions)
(very rare): discontinue treatment and refer to
your doctor immediately if one of the following
side effects appear: breathing or swallowing
difficulties; swelling of the face, lips, tongue
and /or throat; itching of the skin accompanied
by red rash or blisters; arrhythmia.

Burning sensation, redness, itching of the
treated area or near it (rare): refer to your
doctor immediately.

In the event that you experience side effects
not mentioned in this leaflet, or if there is a
change in your general health, consult your
doctor immediately.

Recommended dosage unless
otherwise prescribed by your doctor:
Use morning and evening. After there has
been an improvement in your condition,
reduce the dosage to once daily.

If you forgot to take the dose on time, skip
the forgotten dose and use the next dose as
scheduled.

Do not use two doses together.

If there is no improvement in your condition
within 7 days, refer to your doctor.

Do not exceed the recommended dosage.

Attention:
Do not swallow! This medicine is intended for
external use only.

Directions for use:

Suppositories:

If the suppository is too soft for insertion, put it
in the refrigerator for 30 minutes or pour cold
water on it before opening the foil. Remove
the foil and moisten the suppository with cold
water. Lie on your side and insert deep into the

[}

anus using your finger.

Cream:

In case of internal hemorrhoids, the cream
should be inserted into the anus. Connect the
applicator to the end of the open tube, insert
the tip of the applicator into the anus and
press the tube gently in order to extract the
cream. Remove the applicator from the tube
and wash it thoroughly with warm water and
soap. Close the tube tightly.

External use:

Wash and dry the area of the anus
thoroughly. Apply a small quantity of cream
and massage gently. Close the tube tightly
and wash your hands.
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How can you contribute to theI

Keep the area clean and insure proper
intestinal motility. Sufficient intake of liquids,
a proper diet and physical activity will assist.
Avoid excessive use of laxatives.

Avoid poisoning!

This medicine, and all other medicines, must
be stored in a safe place out of the reach of
children and/or infants, to avoid poisoning.

If you have taken an overdose, or if a child
has accidentally swallowed this medicine,
proceed immediately to a hospital emergency
room and bring the package of the medicine
with you.

Do_not_induce vomiting unless explicitly
instructed to do so by a doctor!

Do not take medicines in the dark! Check the
label and the dose each time you take your
medicine. Wear glasses if you need them.

Storage:

Store below 25°C.

Even if kept in their original container and
stored as recommended, medicines may be
kept for a limited period only. Please note the
expiry date of the medicine! In case of doubt,
consult the pharmacist who dispensed the
medicine to you.

Do not store different medications in the same
package.

Drug registration numbers:
Suppositories: 674023920
Cream: 446523919

Manufacturer:
Novartis Consumer Health, Switzerland

License holder:
NCH Ltd., 14 Hamefalsim St., Petach-Tikva

Procto-Glyvenol PIL PB0912-03



