90102

05 oLl 15 5 lse 4 Olseigeld] g (srg ls S alor 51

35T 555 J3lisSsté anle g8 i slag lo -

3l (L) rogardy S aile diian S, s 2 4 (laglo -
Syl s GusslS 0

Oles 53 (HBrae Sy sloag)ls plow -
o S 5 e oSl

5o oobisiul b S slacisis o, (ol 45 s, siile o Sig (T

g

s T icamagondisT asile agile, cm 1

205 B man 50,1 g0 5 9ol 5 S st (50,10 090 52 90 il B (el
s ol 053 llae Sy 498 FdsalTl Gloys 0lygo o sk 50
mtalas 6l sy 3l 9 ol 0390 pladl 3 dns dctis sz L S 5 oy sl o
28 oslinl (Ll s S
9525 S0l (895 30 ol B e b lojad 1 o LS ol o o Pisal I 5
5 (oo dogs P gl 350 0 3T 5l e sl VA il 5 (loys g o (o008
Sa9skl
il

Sy ie Sl S B3l Ly oo oAl (e (sl olsl 1
Lol i S e LU uu,‘,u

5 Joi a3l jfaslical U Sl 3 Lt JUlss s 6,56 gt wuuw
! 3535 (g9l " ol

38 ol | Laasd 5l 5 s s s 45 ol o0 S Lo g Sy Byl 51,51
S ol 53 S5 L gl (sl B e

P g0lT G o 0926 9 39,

LSy L alabl pice Sy 15 aisS s 393 Sy i il Lido |, eigel]

S St 395 g s

153 s (ol flestianogs Jyons j3o
el 39y 0 g (S e S e O
39948 A St 5,3 b 30 5 e )+ gl ymmndgl CadgS 5 515 ol Sl oi Ao Jgame 9
Ve gl e S S e Sy oy Lty il g, 50 L 5 0 5 o O 00 g5
S ey aalsl 4z VP g, 50 b 90 5 e

G551 3 3l Sl gl 3551 Y9555 T (ol 0390 ey 3 515 ol 00 g Jyoma 35
ol 5y 3 b g3 e S e 0SS T Vb (35 s Sl 53 VL 05355 0 Ulg2 5 Sl sgmy
535 Syanl; 06 B0 0lej 51855 S5 3 9 Sl o0 oS Sl (STysE 03 Pisal]]

{pae A Se g me 028 K0) 958 Bpan atetn ol 53 55 581, 955 Ja B S (oas

*igolydl oo dumogi jladio il i By

<3 SST s Wiganl 5 Sl gy S 55T hdgilog

00 Ml 5 g o S5 s s o Joke s e S0 50
ogoldl 51593 S Sy 9,5 hgel B
Sy pon Ll 33 59100 iy o e 3 S e 097 i S 8
S35 g 3 s el LB ey a8 b yan Jyane s 3, 355 it o5 i
355 5 9SS e |y o igald (6,15 108 mne (Sims i Ay s shgald 533 sl s
o0 dalsl 52525 g, Beb |, san
S iyie 333 S U S ptn (g gl G e
S e 355 s o b K L o B pae oy 3 J\,.J G55 8 3975 Sy 0

o> Sl 2

3l e a3 5105 4 alsl il b lys 53 Esly Wl gn 33 ,Auv Lag)ls L ailon
ROV, P Y

5 e s )8 ol e, )+ 50 8 L el 50) igalell gl oniler 5 s~
G Sl e

S5 5 il o151 3 550) B e ) "igolell gl e (il (5 -
o5 w3l ishe e s S st Sl eS8 ST 5 B 000, g5 Lt
Al s g (ki ol Ssie GlSphd TS (L)) gy B s
909> oS

(Ol 005 W5 9 o 2,19 42 Sgua) ol AU (il (2 lge -

(S 853 s ol oS S i oSl i s ]
egdle 102) gy Slaginmas IS ooy ool il vosmns Sl iaadls s (o JsSC3 000
el o Eisie (o2 Sisie (Sl S vy S S sl el
0y s gl s Sl (D 8,3 o Jolan )95 5 9,3 (g g SighE s Cghe
09 S a5l i 2alST s gt SRl (sl 5 lont s o (S5

423 NI Sy oy s 2 (oilr (5158 51 Sy oaline 5900 55

gosre 33 i sy gloa sl @b s g atile gz slacisie 4 s o Dl -
e sladys

5 S a3 o S o 2,9 il LS e -
s o oS s e 3 (S e sile (o sl STy 5 0 Bl g
(S sl 350 508 ol L oy o 58 e

2l a B s i s ISt Ly 8 (HLSL (S ek Sl 6 Ses oDl g
I e S SR AR e

s 4iEs il s 4 a5 50 5 i e e e g,
I i s Sl \_.349) O i 00,5 5 S5 s 51 Ly Sy
G0 L s s 55 oine Uy 505 159,58 gl 58 il L 0,8 S Ly 0,8

S 3 it s S il g)awud st S s Gy ki B
pariall oS Sb S L cad

S pilse A

455 Jalod ol S oo 953 jlg)lo L Sty il o)l S9m Spgme 50
Pl 0l (e e ol 00t 53 5589 il 53 &S Eal (Hlato il B2

9 S5 Laie |y il

PV@cobsldamu.cnm o

< AATVAAPFEFAS el YVE a5
< QAYVAAY-AYYA

S S IS8 s 5003 34931, " gl

O A by e Lol g )5 0 iS5 B as & (55, 005 0 (sLal g 5 cidS 5l ey |y g0
ol dle o1 135,

S g 85 s a3 ¥ 110 o3 sles 3, gel ]

9091 6 5593b &)

Vel

qbus S

SISy yo s

el Joli 12§ wniS antllas <53 a1 Ly 45 ol cliao *cigalall b yuno £, 31 Jud

ol Lo (512 (o040

il 4y 5L 5T sz a4 o Sae 1y ty bgSs o95 0351, Lozl 5

S S g5 g ol K8 L 5t SIS (sl e 53

el (50055 055 4y 5 St a5 Lot e sl g8 ol -
s ol (5503 47 ol e sl Lot i o 5 o el 57

St sl 45 0l 3 el 8 foe dkazr Sle il b lys 4358 g9 oo o

RSN YN

" ool &)l 0920 g 19,1

e <) il L 93 55 oS, Snm b St s Peigal i3
59 39 45 El 35, oy 8 DF ol op 5 ok 0 Figald] 55,5 4y el (s
il o0 oilosS goas YA aliions

Seigilag Co iyl -
s U g b aigilag, ooy 1 4 Yo JiS 5 oo ola)s sl *cigal i
(Sl ot Lo DMARD Lo Ly Sl i Ly o 3 Ly iy S5 552
03555 5] o s 908y il 3,5 2l 5 TNF ot lom siie b o5 b (ool oo ks 45
2335 on aslizal il
Sl g S 551 -
2 i ey Gl 45 b Sl 551 e JS 5 o ol 5o " il
35 n o0l ol 5355 o1 oo a0 008 b ol 03,55 b ps TNF oS los wiz L
RIS VN
bt s ok 4 o T bl 3 J o s il
s e 0oLl vl 0398 T o & 5008 b ol 03,55 <o TNF ouiS oo iz | o
9251 pudgl S -
TNF 008 Jn aizr b S b (greslin gloyo ly 45 (Silons 19 slmds] SdS @idle 2alS sl
35 n oalil vl 0358 1 o s 53 L il 03,5 2l
U132 95 Sl g S 5T 5 Ulgz Slgrnl 5T Y9551 (b 0393 -
Slops el Vb &y Jlow 59 Gllos 5o JLod Sibgasd o 351 Y5S)T Gy ogs ey 59 M iselT
35 00l ol 0395 1 o 42 3L 03,55 <l s TNF oS oo sz b o L oolie
55 e bl Sojels e sLa DMARD L 55 5 o,
355 03 055 (0525003l 2 53] L) (558 (mal sl c0iiS
— 5 S s o8 5 el aly p ol

B golal] b pan 20 3,g
. 298 50395 Fidsaldl (53l Syan jf j bulys o
Sl 2l 0,518 cnl oaias S Slsa SISy 1o b ol @ Sl 25T il ST

55 51 3lical stz sl Cogine

X
o

Jbé o silans b s 055 0z cisie wils (gaz Cige 4N &0 p3 -

Bl (0 S g alazr Sl esS My S n o el o 4 Lok 4y 51—
o0, L sl SI-

S s te 355 S b ielas 58 0 lsa o)L ys S|

Slbliol g b i

203 bl 393 Sy Loz 5o Brae 51 LS ) Lalob 5 S5 8 0525 D0 s

e a0 e 3,3 L S oulad 5o L sl s S s 5 am 4o JLs 4 s 51—
soa gl Ll s oo (5 bows 45 sl o090 iblie y b g sl o3gr

B S5y (oo Silomt 2 L s (oS 5 s5lS lacs e 4 e 51—

st Sigie oloyd S 3L 5 dtes (g b 5 (2B 2l Sl 955l (Sghe 95y 4 Mo 51—
20l 1y (g ) gy & Sl (s il 51—

JRECHISCH IR

s o il yo 1) Eishe 4 St Jlaisl 4 ats St (le (55lam 4 51—
(gl syl b oS e wiile olag )l G yae e b o «(HIV/AIDS- julicubs wiile)
e ol s i L3 g3alss e

s C LB sl 4 Me 51—

el Lo o0l 15 51 (53— Ly 5 0l Logidla Ly gy ol s 4y Sl ) (s il 51—
ool s | 6o

)0 150095 b g oume 03§ 1o dsS 0l (Lo Dl ekl ST

Sl (S b alos ot il il Vb J3 2 dS b o5 L8 oM ST

slely 2838 s S Jled il b st (5 S 2l 0 S1-

Wb Lo 5o 51 4 Sl Jlas b gl arsls oS, 5 by, 5o 595 (slaazsd slow! JSita D3 51—
ot 52925 Lo (gl oinSTy U gl 03,8 oolizal STy 51 st 51—
oaaliie oo oy Cl ;5L IS 5 b ey sie o Sn) Jlazsl o Jlw 80 YU oo 53—
23 Ol 593 Sy 4 ighe pdle b baasles

ot oo 58 5 o |y ST a5 ] S il -
355 plal 05 (sl0)93 slactalejl plays Job ys 5 sl s ol SLs

S sl s

52575 Lo Sl Sy Gl sl &) (o ales] emisaldT b oy Job s Lot S35
1 oltal 5 osls slsml ) 395 Sy b 5l ooianost slaiule)] (oales Loz 5,5 salss
05 o5l 15 8 s 4 B om aialej] ol abom 31 i lasT gl oy o

cisie g Joio g G sladshe Gl pshite 4 pleys b 58 9 £955 51 B s bl -
Sley® sk 9 a5 Sdls ) el pslate o (s (slap 5l 9 JgydlS (sloyg0 Al -

(Glos E5% 31 ) (smsy Silen & bosy o slastoles] -

Sless Jsb o (o ahaz 5 st @le (slojss (o -

(0 Sy b Dl a3 (500 33 45T Gilown 53 sslogs s5b ) (g Slalea -

o5 o jgs lslas—

GtlS g ali o Loyl (le) o B yme g 4 il L3 essalJT L u,}b 5l rn
£ 2 Bran Jlo 50 05148 (Shge p ol 05t (Sl Bl maii L g (i
S Eye 395 Sl 5 b B b el 085 5 yan prgls L b 5 asn J,)u

180000522101020




80102

2<ALPAMONT )
Tofacitinib 5mg
Film-coated tablet

C@3€EL DAROU

Read all of this leaflet carefully before you start taking Alpamont®, because it|
contains important information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor or pharmacist.

- This medicine has been prescribed for you only. Do not pass it on to others. It may|
harm them, even if their signs of iliness are the same as yours.

- If you get any side effects, talk to your doctor or pharmacist. This includes any]|
possible side effects not listed in this leaflet.

|Alpamont® Dosage forms and presentation

Alpamont® is a film-coated tablet that contains the active substance tofacitinib (as
citrate). Each Alpamont® 5 mg package contains 56 film-coated tablets in 2 wallets of
28 tablets.

- Rheumatoid arthritis

Alpamont® is used to treat moderately to severely active rheumatoid arthritis (as
monotherapy or in combination with methotrexate or other nonbiologic DMARDs) in
adults who have had an inadequate response to, or are intolerant of, to one or more
TNF blockers.

- Psoriatic arthritis

Alpamont® is used to treat active psoriatic arthritis in adults who have had an
inadequate response or intolerance to one or more TNF blockers.

- Ankylosing Spondylitis

Alpamont® is indicated for the treatment of adult patients with active ankylosing
spondylitis (AS) who have had an inadequate response or intolerance to one or more
TNF blockers.

- Ulcerative colitis

Alpamont® is used in adult patients to reduce the signs and symptoms of ulcerative colitis
when you did not respond well enough or were intolerant to one or more TNF blockers.
- Polyarticular juvenile idiopathic arthritis and juvenile psoriatic arthritis
Alpamont® is used to Treat active polyarticular course juvenile idiopathic arthritis in
patients 22 years of age who have had an inadequate response to, or are intolerant
of, to one or more TNF blockers.

Limitations of use: The use of tofacitinib in combination with biologic DMARDs or with
potent immunosuppressants (e.g., azathioprine, cyclosporine) is not recommended.

Marketing Authorization Holder: Cobel Darou Co. Tehran-Iran

Contraindication

- if you are allergic to Tofacitinib or any of the other ingredients of this medicine

- if you have a severe infection such as bloodstream infection or active tuberculosis
- if you have been informed that you have severe liver problems, including cirrhosis
(scarring of the liver)

- if you are pregnant or breast-feeding

If you are not sure regarding any of the information provided above, please contact
your doctor.

[Warnings/Precautions

Talk to your doctor or pharmacist before taking Alpamont®:

- If you have or have a history of tuberculosis, have been in close contact with
someone with tuberculosis or have resided in regions where TB is endemic.

- If you have Liver or kidney problems, cardiovascular disease or any chronic lung disease
- If you have any kind of infection, are being treated for any infection, or if you have
infections that keep coming back.

- If you have a history of Herpes zoster

- If you have any condition that increases your chance of infection (e.g., diabetes,
HIV/AIDS, or a weak immune system)

- If you have or had hepatitis B or hepatitis C.

- If you are at high risk of developing skin cancer or have ever had any type of cancer.
- If you have had diverticulitis a type of inflammation of the large intestine or ulcers
in stomach or intestines

- If you have heart problems, high blood pressure, or high cholesterol or history of
M, stroke or heart attack

- If you are a current or past smoker

- There have been reports of patients treated with tofacitinib who have developed
blood clots in the lungs or veins. Your doctor will evaluate your risk to develop blood
clots in the lungs or veins and determine if it is appropriate for you.

- If you are planning to get vaccinated, or have taken one recently.

- There is a higher rate of infections in patients aged 65 years and older.

- Tofacitinib may affect certain lab test results, and that blood tests are required
before and during treatment

Additional monitoring tests

Lymphocyte count; neutrophil/platelet counts; hemoglobin (prior to initiating
therapy in and thereafter periodically); lipids (after therapy initiation and
periodically); LFTs, viral hepatitis (prior to initiating therapy in accordance with
clinical guidelines); signs/symptoms of infections (including tuberculosis) during and
after therapy; skin examinations (periodically, in patients at increased risk for skin
cancer); heart rate and blood pressure at baseline and periodically thereafter

Other medicines and Tofaci
Some medicines should not be taken with Alpamont®. If taken with Alpamont®,
they could alter the level of Tofacitinib in your body, and the dose of Alpamont® may
require adjustment. You should tell your doctor if you are using medicines (taken by
mouth) that contain any of the following active substances:

- Fluconazole, ketoconazole, used to treat fungal infections

- Targeted biologic (antibody) therapies such as adalimumab, etanercept, infliximab
and rituximab

- including ioprit ine, ine, and
Antibiotics such as rifampicin, used to treat bacterial infections
egnancy and breast-feeding

ions for use of in pregnant patients with rheumatic and
musculoskeletal diseases are not available due to lack of data. If you are pregnant or
breast-feeding, think you may be pregnant or are planning to have a baby, ask your
doctor for advice before taking this medicine. Alpamont® must not be used during
pregnancy. Tell your doctor right away if you become pregnant while taking Alpamont®.
If you are a woman of childbearing age, you should use effective birth control during
treatment with Alpamont® and for at least 4 weeks after the last dose.
If you are taking Alpamont® and breast-feeding, you must stop breast-feeding.
breastfeeding is not recommended during treatment and for at least 18 hours after
the last dose of Alpamont®
Infertility
Females
Based on findings in rats, treatment with Alpamont® may result in reduced fertility in
females of reproductive potential. It is not known if this effect is reversible.
Driving and using machines
Alpamont® has no or limited effect on your ability to drive or use machines.
JAlpamont® contains lactose
If you have been told by your doctor that you have an intolerance to some sugars,
contact your doctor before taking this medicine.
Dosing
Always Alpamont® exactly as your doctor has told you, the recommended dose
should not be exceeded. Check with your doctor or pharmacist if you are not sure.
- Rheumatoid arthritis (monotherapy or in combination with nonbiologic DMARDs)
5 mg twice daily, Oral
- Psoriatic arthritis (use in combination with nonbiologic DMARDSs): 5 mg twice daily, Oral
- Ankylosing spondylitis: 5 mg twice daily, Oral
- Ulcerative colitis (alternative agent), Oral:
Induction: 10 mg twice daily for at least 8 weeks; based on therapeutic response,
may continue 10 mg twice daily for a maximum of 16 weeks or transition to
maintenance dose.
Maintenance: 5 mg twice daily; if patient experiences loss of response on 5 mg twice
daily, then use 10 mg twice daily after assessing the benefits and risks and use for the
shortest duration;
- Polyarticular juvenile idiopathic arthritis and juvenile psoriatic arthi
Children 22 years and Adolescents, Oral: 240 kg tablet, 5 mg twice daily.
Try to take your tablet at the same time every day (one tablet in the morning and one
tablet in the evening).
Alpamont® is for oral use. You can take Alpamont® with or without food.
Overdose
If you take more tablets than you should, immediately tell your doctor or pharmacist.
Missed dose
If you missed a dose of Alpamont®, do not take a double dose to make up for a
forgotten tablet. Take your next tablet at the usual time and continue as before.
You should not stop taking Alpamont® without discussing this with your doctor.
If you have any further questions on the use of Alpamont®, ask your doctor or pharmacist.
Adverse reactions
Like all medicines, Alpamont® can cause side effects, although not everybody gets them.
Common (may affect up to 1 in 10 people): infection, nasopharyngitis.
Uncommon (may affect up to 1 in 100 people): hypertension, headache, skin rash,
acne vulgaris, increased serum cholesterol, diarrhea, gastroenteritis nausea, urinary
tract infection, anemia, herpes zoster infection, Increased creatine phosphokinase,
increased serum creatinine, upper respiratory tract infection, fever
Unknown (Limited to important or life-threatening):
Abdominal pain, anemia, dehydration, drug-induced liver injury, dyspepsia, dyspnea,
erythema, gastritis, hepatic steatosis, lymphocytopenia, malignancies, musculoskele-
tal pain, neutropenia, paresthesia, peripheral edema, pruritus, pyrexia, rash, sinus
congestion, tendonitis, tuberculosis, vomiting, Cough, interstitial pulmonary disease,
Fatigue, insomnia
If you notice any of the following serious side effects, you need to tell a doctor
straight away.
Signs of serious infections include fever and chills, cough, skin blisters, stomach ache,
persistent headaches
Signs of ulcers or holes in your stomach include, stomach or abdominal pain, blood
in the stool, unexplained changes in bowel habits
Signs of allergic reactions include chest tightness, wheezing, severe dizziness or
light-headedness, swelling of the lips, tongue or throat, hives (itching or skin rash)
Signs of blood clots in lungs or veins include sudden shortness of breath or difficulty
breathing, chest pain or pain in upper back, swelling of the leg or arm, leg pain or
tenderness, redness or discoloration in the leg or arm
Signs of a heart attack include discomfort in the center of your chest that lasts for
more than a few minutes, or that goes away and comes back, severe tightness, pain,
pressure, or heaviness in your chest, throat, neck, or jaw pain or discomfort in your
arms, back, neck, jaw, or stomach, shortness of breath with or without chest
discomfort, breaking out in a cold sweat, nausea or vomiting, feeling lightheaded,
weakness in one part or on one side of your body, slurred speech
Reporting of side effects
If you get any side effects: talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet. You can also report side effects directly:
Website: PV@cobeldarou.com
24 hours Tel: 00982188664496

00982188208129

[Storage

Keep this Alpamont® out of the reach of children.

Do not use Alpamont® after the expiry date which is stated on the label. The expiry
date refers to the last day of that month.

Store this medicine at 15°C to 30°C.

Revision date

December 2021
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Tofacitinib10mg C@3EL DAROU

Film-coated tablet

Read all of this leaflet carefully before you start taking Alpamont®, because it
contains important information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor or pharmacist.

- This medicine has been prescribed for you only. Do not pass it on to others. It may|
harm them, even if their signs of illness are the same as yours.

- If you get any side effects, talk to your doctor or pharmacist. This includes any|
possible side effects not listed in this leaflet.

JAlpamont® Dosage forms and presentation

Alpamont® is a film-coated tablet that contains the active substance tofacitinib (as
citrate). Each Alpamont® 10 mg package contains 56 film-coated tablets in 2 wallets
of 28 tablets.

indications |
- Ulcerative colitis

Alpamont® is used in adult patients to reduce the signs and symptoms of ulcerative
colitis when you did not respond well enough or were intolerant to one or more TNF
blockers.

Limitations of use: The use of tofacitinib in combination with biologic DMARDs or with
potent immunosuppressants (e.g., azathioprine, cyclosporine) is not recommended.
Manufacturer |
Marketing Authorization Holder: Cobel Darou Co. Tehran-Iran

- If you are allergic to Alpamont® or any of the other ingredients of this medicine

- If you have a severe infection such as bloodstream infection or active tuberculosis
- If you have been informed that you have severe liver problems, including cirrhosis
(scarring of the liver)

- If you are pregnant or breast-feeding

If you are not sure regarding any of the information provided above, please contact
your doctor.

Talk to your doctor or pharmacist before taking Alpamont®:

- If you have or have a history of tuberculosis, have been in close contact with
someone with tuberculosis or have resided in regions where TB is endemic.

- If you have Liver or kidney problems, cardiovascular disease or any chronic lung disease
- If you have any kind of infection, are being treated for any infection, or if you have
infections that keep coming back.

- If you have a history of Herpes zoster

- if you have any condition that increases your chance of infection (e.g., diabetes,
HIV/AIDS, or a weak immune system)

- if you have or had hepatitis B or hepatitis C

- if you are at high risk of developing skin cancer or have ever had any type of cancer.
- if you have had diverticulitis a type of inflammation of the large intestine or ulcers
in stomach or intestines

- If you have heart problems, high blood pressure, or high cholesterol or history of
MI, stroke or heart attack

- if you are a current or past smoker

- if you are planning to get vaccinated, or have taken one recently.

- There have been reports of patients treated with tofacitinib who have developed
blood clots in the lungs or veins. Your doctor will evaluate your risk to develop blood
clots in the lungs or veins and determine if it is appropriate for you.

- There is a higher rate of infections in patients aged 65 years and older.

- Tofacitinib may affect certain lab test results, and that blood tests are required
before and during treatment

Additional monitoring tests

Lymphocyte count (baseline and every 3 months thereafter); neutrophil/platelet
counts (baseline, after 4 to 8 weeks, and every 3 months thereafter); hemoglobin
(baseline, after 4 to 8 weeks, and every 3 months thereafter); lipids (4 to 8 weeks
after therapy initiation and periodically); LFTs; viral hepatitis (prior to initiating
therapy in accordance with clinical guidelines); signs/symptoms of infections
(including tuberculosis) during and after therapy; abdominal symptoms; skin
examinations (periodically, in patients at increased risk for skin cancer); heart rate
and blood pressure at baseline and periodically thereafter

[Other medicines and Tofacitinil
Some medicines should not be taken with Alpamont®. If taken with Alpamont®, they
could alter the level of Tofacitinib in your body, and the dose of Alpamont® may
require adjustment. You should tell your doctor if you are using medicines (taken by
mouth) that contain any of the following active substances:

- Antibiotics such as rifampicin, used to treat bacterial infections

- Fluconazole, ketoconazole, used to treat fungal infections

- Targeted biologic (antibody) therapies such as
and rituximab

- Immunosuppressants including azathioprine, cyclosporine, mercaptopurine and
tacrolimus

Recommendations for use of tofacitinib in pregnant patients with rheumatic and
musculoskeletal diseases are not available due to lack of data. If you are pregnant or
breast-feeding, think you may be pregnant or are planning to have a baby, ask your
doctor for advice before taking this medicine. Alpamont® must not be used during
pregnancy. Tell your doctor right away if you become pregnant while taking
Alpamont®.

etanercept, i

If you are a woman of childbearing age, you should use effective birth control during
treatment with Alpamont® and for at least 4 weeks after the last dose.
If you are taking Alpamont® and breast-feeding, you must stop breast-feeding.
breastfeeding is not recommended during treatment and for at least 18 hours after
the last dose of Alpamont®
Infertility
Females
Based on findings in rats, treatment with Alpamont® may result in reduced fertility in
females of reproductive potential. It is not known if this effect is reversible
Driving and using machines
Alpamont® has no or limited effect on your ability to drive or use machines.
JAlpamont® contains lactose
If you have been told by your doctor that you have an intolerance to some sugars,
contact your doctor before taking this medicine.
Dosing
Always take Alpamont® exactly as your doctor has told you, the recommended dose
should not be exceeded. Check with your doctor or pharmacist if you are not sure.
- Ulcerative colitis:
The recommended dose is 10 mg twice a day for 8 weeks, followed by 5 mg twice a day.
Your doctor may decide to extend the initial 10 mg twice a day treatment by an
additional 8 weeks (16 weeks in total), followed by 5 mg twice a day.
Your doctor may decide to stop Alpamont® does not work for you within 16 weeks.
For patients, who have previously taken biologic medicines to treat ulcerative colitis (such
as those that block the activity of tumour necrosis factor in the body) and these
medicines did not work, the doctor may decide to increase your dose of Alpamont® to 10
mg twice a day if you do not respond sufficiently to 5 mg twice a day. Your doctor will
consider the potential risks, including that of developing blood clots in the lungs or veins,
and potential benefits to you. Your doctor will tell you if this applies to you.
If your treatment is interrupted, your doctor may decide to restart your treatment.
Try to take your tablet at the same time every day (one tablet in the morning and one
tablet in the evening).
Alpamont® is for oral use. You can take Alpamont® with or without food.
Overdose
If you take more tablets than you should, immediately tell your doctor or pharmacist.
Missed dose
If you missed a dose of Alpamont®, do not take a double dose to make up for a
forgotten tablet. Take your next tablet at the usual time and continue as before.
You should not stop taking Alpamont® without discussing this with your doctor.
If you have any further questions on the use of Alpamont®, ask your doctor or
pharmacist.
Adverse reactions
Like all medicines, Alpamont® can cause side effects, although not everybody gets them.
Common: Infection, nasopharyngitis
Uncommon: Hypertension, headache, skin rash, acne vulgaris, increased serum
cholesterol, diarrhea, gastroenteritis, urinary tract infection, anemia, herpes zoster
infection, increased creatine phosphokinase, increased serum creatinine, upper
respiratory tract infection, fever.
Unknown, limited to important or life-threatening:
Abdominal pain, anemia, dehydration, drug-induced liver injury, dyspepsia, dyspnea,
erythema, gastritis, hepatic steatosis, lymphocytopenia, malignancies, musculoskele-
tal pain, neutropenia, paresthesia, peripheral edema, pruritus, pyrexia, rash, sinus
congestion, tendonitis, tuberculosis, vomiting, Cough, interstitial pulmonary disease,
Fatigue, insomnia
If you notice any of the following serious side effects, you need to tell a doctor
straight away.
Signs of serious infections include fever and chills, cough, skin blisters, stomach ache,
persistent headaches.
Signs of ulcers or holes in your stomach include: fever, stomach or abdominal pain,
blood in the stool, unexplained changes in bowel habits
Signs of allergic reactions include: chest tightness, wheezing, severe dizziness or
light-headedness, swelling of the lips, tongue or throat, hives (itching or skin rash)
Signs of blood clots in lungs or veins include: sudden shortness of breath or difficulty
breathing, chest pain or pain in upper back, swelling of the leg or arm, leg pain or
tenderness, redness or discoloration in the leg or arm
Signs of a heart attack include discomfort in the center of your chest that lasts for
more than a few minutes, or that goes away and comes back, severe tightness, pain,
pressure, or heaviness in your chest, throat, neck, or jaw pain or discomfort in your
arms, back, neck, jaw, or stomach, shortness of breath with or without chest
discomfort, breaking out in a cold sweat, nausea or vomiting, feeling lightheaded,
weakness in one part or on one side of your body, slurred speech
Reporting of side effects
If you get any side effects: talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet. You can also report side effects directly:
Website: PV@cobeldarou.com
24 hours Tel: 00982188664496

00982188208129

[Storage

Keep Alpamont® out of the sight and reach of children.

Do not use Alpamont® after the expiry date which is stated on the label. The expiry
date refers to the last day of that month.

Store this medicine at 15°C to 30°C.
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