EPURIS- isotretinoin capsule
Galephar Pharmaceutical Research Inc.

Epuris 10 mg Box of 3 blister cards
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Each capsule contains 10 mg isotretinoin. Q) DINO2396971 | agy
Non-medicinal ingredienls: Stearoyl macrogolghcerides, soybean oil, sorbitan monoolezte purt Fc)a 1S
and propyl gallate. Gelatin capsules contain the following dye systems: 10 mg - iron oxide (yellow) g:p[e“ “;"" P I‘s’;mmcme
and fitanium dioxide. aures, d
Dose range: 01102 myk?‘/dav For initial, titration and maintenance doses, consult product Mir. Std. me u riS® Ll
1 monograph available to health care professionals on requiest.
FE= | Chague capsule contient 10 mg d'isotrétinoine isotretinoin capsules, Mfr. Std
&= | Ingredients non médicinaux : macrogolglycérides stéariques, huile de soya, mano-olate de - o L - .
= sorbitan ¢ ﬂga\la(e de grcdpy\’e Les capsu\? der?ﬁ\a(me contiennent les systémes de coloration capsules d’isotrétinoine, Norme du fabricant
6.750" == | suivants: 10mg- oxydeds fer (jaune) et dioxyde de titane.
Posolagie - De 0,1 22 mo/e/jou Pour conlr e coss niales s palers daugmenfaton
et les doses d'entretien, veuilez consulter la monographie, fourie sur demande a
professionnels de la santé.
Keep out of reach and sight of children. Store at 20 - 25°C in the original package Retinoid for Treatment of Acne
|m;|||d|||E carlon, Protect from light. 10 mg N T 10 mg
PHARMACIST: Dispense with enclosed Consumer Information. m P T capstles
Gardez hors de la vue et de la portée des enfants. PROTECT FROM LIGHT / m
Canserver entre 20 et 25°C, dans son emballage d'origine. | PROTEGER DE LA LUMIERE
Protéger de Ia Iumlere PHARMACIEN - a délivrer Lot: o - T ——
. Manufacturer; aImacist: 30 capsules Fabiicant :
Questions or Cunnevns/Prencmlpallnns. 1-888-3617207  B°F o h RS G ses) Cemtimey [ erel ey pst . h
CAUSES BIRTH DEFECTS c|p er Pharmacien 2 dehwer accompagné des c|p er
) e renseignements pour le consommateur. e
GAUSE DES MALFORMATIONS CONGENITALES el Pemeniah 0| Waming: DO NOT GET PREGNANT, GAUSES BIRTH DEFECTS Cihet P
DO NOT GET PREGNANT :
2 i Mises En Garde : EVITER TOUTE GROSSESSE, L6H 02
EVITER TOUTE GROSSESSE 6129120196971 6 0 ioamacon | CAUSE DES MALFORMATIONS CONGENITALES C'Bb.@! wncpherpharma.com
I \ y
| | | /
/ \ 1!
/ i
: I e
Y | LN
—_ . - s .

Epuris 20 mg Box of 3 blister cards
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Each capsule contains 20 mg isotretinoin. iqe DIN 02396998
Non-medicinal ingredients: Stearoyl macrogolglycerides, soybean oil, sorbitan monooleate ep‘f r‘I_S Eausru"es
and propyl gallate. Gelatin capsules contain the following dye systems: 20 g - iron oxide {red) it p:
nd Bt dioxida capsules, I wsotregnome,
Dose range: 0.1 to 2 mg/kg/day. For inital,titration and ma\menance doses, consult product Mir. Std. " e P
monograph available to health care professionals on reques e u rl s

S== | Chaque capsule contient 20 mg d'isotrétinoine. i inoi

B= | iritients non médicinaux - maorogolglycerides stéariques, huil de soya, mono-oléate de ISOtretlnom’_caps’ul_es!_ Mft. Std. )

— | somitan e(ga\lale de propyle. Les capsules de gélanne contiennient les systémes de coloration capsules d’isotrétinoine, Norme du fabricant

6.750" == | suivants: 20 mg - oxyde ce fer {rouge) et dioxyde de titane.
Posologie : De 0,1 2 mg/kg/jour. Pour connaitre les doses infiales, les paliers d'augmentation
et les doses d'entretien, veuillez consulter la monographie, fournie sur demande aux |
professionnels de la santé.
Ketleyuuul of nleachpami sllgtlll of fnllﬂren Store at 20 - 25°C in the original package Retinoid for Treatment of Acne
including carton. Protect from light &tinoi i Dve
PHARMACIST: Dispense with enclosed Consumer Information. Rétinoide pour le traitement de I'acné W
Gardez hors de la vuie et de la portée des enfanis. PROTECT FROM LIGHT /
Conserver enire 20 el 25°C, dans son emballage d'origine. Lot; PROTEGER DE LA LUMIERE
Protéger ﬂeJﬁlumiére_PHARMAclEN Ia délivrer Pharm —
es our le BP: capsules Fabicant :
Questions or Concerns/Préoccupalions: 1-888-361-7207 E';pe"se i e'c‘f““ed G ‘“f;”"‘a""” d h Gr
armacien : & délivrer accompagné des Ea

GAUSES BIRTH DEFECTS i renseignements pour le consommateur.
CAUSE DES MALFORMATIONS CONGENITALES Pharmeoe.iica Warning: DO NOT GET PREGNANT, CAUSES BIRTH DEFECTS ipterPemacauals o
DO NOT GET PREGNANT Catol, ON Cand i o Oalle, ON Careda
D o Ob2 Mises En Garde : EVITER TOUTE GROSSESSE, ® cipher i
EVITER TOUTE GROSSESSE 6129120196998/ I3 erpharma.con CAUSE DES MALFORMATIONS CONGENITALES Pt | wnwcipherpharma.cor
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Epuris 30 mg Box of 3 blister cards
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Each capsule contains 30 mg isotretinain. K DIN 02397005 oy o
Non-medicinal ingredients: Stearoy! macmgulg\icandes soybean oil, sorbitan monooleate eﬁommom epur}gss
and propyl gallate. Gelatin capsules contain the following dye systems: 30 mg - iron oxide capsules, d’ \Futretmcme
{yellow, red and black} and titanium dioxide. st . Nomedu
Dose range: 0.1 to 2 mgrkg/day. For initial.fitration and maintenance doses, consult praduct IHe u rl S® fabricant
monograph available to health care professionals on request
&h;%ﬁ::&sm;anc;rg\;r’:ﬁgl:;gd\sutrell:mlme et e e isotretinoin capsules, Mfr. Std.

macrogolglycérides stéariques, huile de soya, mono-oléate de ” i .
sotitan ot alato e prooy. Lo capules do gt onternent e tmesdacloraton capsules d’isotrétinoine, Norme du fabricant

suivarts : 30 mg - oxyde de fer (jaune, rouge et noir) et dioxyde d titan

Posulgle: D2 0.1 & 2 mghofour. Pour conrate s Hoses iniles, es palirs daugmentation
etles retien, veulez consulter la monographie, fournie sur dermande aux
professionnels 6e a SaHé.

6.750"

Keep out of reach and sight of children. Store at 20 - 25°C in the original package 0 mg Retinoid for Treatment of Acne 0 mg
including carton, Protect from light. Stinoic Pt
PHARMECIST Dispense wilh enclosed Consumer Information. 30 capsules capsules Ralialel se il vena fida e capsules
Gardez hors de Ia vue et de la porlée des enfanis. PROTECT FROM LIGHT / mg
conserver enre 20 et 25°C, dans son emhallage ﬂ origine. Lot: PROTEGER DE LA LUMIERE
Proléger de la lumidre. PHARMACIEN : 2 déli Pr— _—
des pour le Manufacturer: " , 30 capsules Fabricant :
Questions or Concers/Préoccupations: 1-888-361-7207 : Depetes yitienciossdiconsumenfommeton) & .
[d] er Pharmacien :  délivrer accompagné des c|p er
CAUSES BIRTH DEFECTS ) renseignements pour le consommateur. e
GAUSE DES MALFORMATIONS CONGENITALES Cipher Pramaceu 2 . | \waming: DO NOT GET PREGNANT, CAUSES BIRTH DEFECTS Cipher Pharmaceuticals Inc
Galolle, DN Canat d | b 0 anech
DO NOT GET PREGNANT o Mises En Garde : EVITER TOUTE GROSSESSE, ’
EVITER TOUTE GROSSESSE 91201970057 |\ cpremramacon CAUSE DES MALFORMATIONS CONGENITALES

Epuris 40 mg Box of 3 blister cards
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Each capsule contains 40 mg isotretinoin.
Non-medicinal ingredients: Stearoyl macrogolglycerides, soybean oil, sorbitan monaoleate
and propyl gallate. Gelatin capsules contain the following dy systems: 40 mg - iron oxide
[\ eHuw red and b\ack) and titanium dioxide.

range: 0.1 to 2 mg/kg/day. For initial, titration and maienancs doses, consult product
monograph avaname gl e professionals on reque:
Chagque capsule contient 40 mg d'isotrétingine
Ingredients non médicinaux : macrogolglycérides stéariques, huile de soya, mono-oléate de
sorbitan et gallate de propyle. Les capsules de gélating cortiennent les systémes de coloration
suivants - 40 mg - oxyde de fer (jaune, rouge et noir) et dioxyde ds fitane.
Posolagie : De 0.12 2 mg/kg/jour. Pour connaftre les doses nitales, les paliers d'augmentation
et les doses d'entretien, veuillez consulter la monographie, fournie sur demande aux
professionnels de la santé

Keep out of reach and sight ol ch\luren Store at 20 - 25°C in the original package
including clarlon Prolect from light.
1

PHARMACIST: Dispense wllh Em:lnsed Consumer Information.
Gardez hors de la vue el de Ia portée des enfants.
Conserver entre 20 et 25°C, dans son emballage d'origine. Lot:
Protéger de Ia Iumlere PHARMACIEN : 2 délivrer

BXP:

pour le
Questions or Cnncems/Preuccuualmns 1-888-361-7207

CAUSES BIRTH DEFECTS i
CAUSE DES MALFORMATIONS CONGENITALES
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Manuacturer:

cipher

\

DIN 02307013 “epurls-
capsules
d'isotrétincine,
Norme du
fabricant

@

"epuris’
isotretinoin capsules, Mft. Std.
capsules d’isotrétinoine, Norme du fabricant

Retinoid for Treatment of Acne A() 40mg
Rétinoide pour le traitement de I'acné We

/| 30 capsules
PROTECT FROM LIGHT /. mg
PROTEGER DE LA LUMIERE
Pharmacist: :
Dispense with enclosed Consumer Information. 30 capsules P
Pharmacien : 4 délivrer accompagné des Clpher
renseignements pour le consommateur. et
Wamning: DO NOT GET PREGNANT, GAUSES BIRTH DEFECTS Fie

o
DO NOT GET PREGNANT @ Mises En Garde : EVITER TOUTE GROSSESSE, i L
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EPURIS

isotretinoin capsule

Product Information
Product Type

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

ISOTRETINOIN (UNII: EH28UP18IF) (ISOTRETINOIN - UNII:EH28UP18IF)

Inactive Ingredients

HUMAN PRESCRIPTION DRUG

Ingredient Name

PROPYL GALLATE (UNIIl: 8D4SNN7V92)
SOYBEAN OIL (UNII: 241ATL177A)

Item Code (Source) NDC:66277-339

Basis of Strength Strength

ISOTRETINOIN 30 mg

Strength

PEG-32 HYDROGENATED PALM GLYCERIDES (UNIl: G6EP177239)

SORBITAN MONOOLEATE (UNIl: 06XEA2VD56)

Product Characteristics

Color brown

Sco

re

no score



Shape CAPSULE Size
Flavor Imprint Code
Contains

Packaging
# Item Code Package Description

NDC:66277-
339-30

1 NDC:66277- 10 in 1 BLISTER PACK; Type 0: Not a Combination
339-10 Product

1

Marketing Information

23mm
G242;30

Marketing Start Marketing End
Date Date

3in 1 BOX 05/07/2013

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Export only 05/07/2013
EPURIS
isotretinoin capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:66277-340

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ISOTRETINOIN (UNIl: EH28UP18IF) (ISOTRETINOIN - UNII:EH28UP18IF)

Inactive Ingredients

Ingredient Name
PROPYL GALLATE (UNII: 8D4SNN7V92)
SOYBEAN OIL (UNIl: 241ATL177A)
PEG-32 HYDROGENATED PALM GLYCERIDES (UNII: GGEP177239)
SORBITAN MONOOLEATE (UNII: 06XEA2VD56)

Product Characteristics

Color brown, red Score
Shape CAPSULE Size
Flavor Imprint Code

Contains

Basis of Strength Strength
ISOTRETINOIN 40 mg

Strength

no score
26mm
G325;40



Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
NDC:66277- :
1 54030 3in 1 BOX 05/07/2013
1 NDC:66277- 10 in 1 BLISTER PACK; Type 0: Not a Combination
340-10 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
Export only 05/07/2013
EPURIS
isotretinoin capsule
Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:66277-338
Route of Administration ORAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNIl: EH28UP18IF) (ISOTRETINOIN - UNII:EH28UP18IF) ISOTRETINOIN 20 mg
Inactive Ingredients
Ingredient Name Strength

PROPYL GALLATE (UNIl: 8D4SNN7V92)
SOYBEAN OIL (UNII: 241ATL177A)
PEG-32 HYDROGENATED PALM GLYCERIDES (UNIl: G6EP177239)
SORBITAN MONOOLEATE (UNIl: 06XEA2VD56)
Product Characteristics
Color red Score no score
Shape CAPSULE Size 22mm
Flavor Imprint Code G241;20
Contains
Packaging
# Item Code Package Description il Ellie) S sl e

Date Date
-~ NDC:66277- Do o oo

AriAnTTIAAT A
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338-30

1 NDC:66277- 10 in 1 BLISTER PACK; Type 0: Not a Combination
338-10 Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Export only 05/07/2013
EPURIS

isotretinoin capsule

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:66277-337
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ISOTRETINOIN (UNII: EH28UP18IF) (ISOTRETINOIN - UNI:EH28UP18IF) ISOTRETINOIN 10 mg

Inactive Ingredients

Ingredient Name Strength
PROPYL GALLATE (UNIl: 8D4SNN7V92)
SOYBEAN OIL (UNIl: 241ATL177A)
PEG-32 HYDROGENATED PALM GLYCERIDES (UNIl: G6EP177239)
SORBITAN MONOOLEATE (UNIl: 06XEA2VD56)

Product Characteristics

Color yellow Score no score

Shape CAPSULE Size 18mm

Flavor Imprint Code G240;10

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date

NDC:66277- 3

1 337-30 3in1BOX 05/07/2013

1 NDC:66277- 10 in 1 BLISTER PACK; Type 0: Not a Combination

337-10 Product



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
Export only 05/07/2013

Labeler - Galephar Pharmaceutical Research Inc. (003551624)

Registrant = Galephar Pharmaceutical Research Inc. (968996160)

Establishment
Name Address ID/FEI Business Operations
Galephar analysis(66277-337, 66277-338, 66277-339, 66277-340) ,
Pharmaceutical 968996160 manufacture(66277-337, 66277-338, 66277-339, 66277-340) , pack(66277-
Research Inc 337, 66277-338, 66277-339, 66277-340)

Revised: 1/2022 Galephar Pharmaceutical Research Inc.



	Epuris 10 mg Box of 3 blister cards
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