Patient Information leaflet (PIL)
Lolip 20 & 40 mg coated tablets
Atorvastatin (as Calcium)

Read all of this leaflet carefully before you start taking this medicine because it contains

important information for you (POM).

eKeep this leaflet. You may need to read it again.

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

oThis medicine has been prescribed for you only. Do not pass it on to others. It may harm them,
even if their symptoms are the same as yours.

of any of the side effects get serious, talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet.

This medicine is not intended for children below 10 years of age

In this leaflet:

1. What Lolip is and what it is used for.

2. Before you take Lolip.

3. How to take Lolip.

4.  Possible side effects.

5. How to store Lolip.

6.  Contents of the pack and other further information.

What do I have to know about the medicine?

o This medicine contains lactose and therefore should not be used in patients suffering from
sensitivity to lactose and/or impaired ability to break down lactose and/or impaired ability to
absorb glucose or galactose.

o Be sure to maintain a low-cholesterol diet and to perform physical activity in addition to
use of this medicine.

For information on side effects, please see section 4.

1. What Lolip is and what it is used for

Pharmacotherapeutic group:
Statins — HMG-CoA reductase enzyme inhibitors.

Therapeutic indications:
o To reduce elevated blood lipid levels (cholesterol and triglycerides) and increase HDL.

. To prevent cardiovascular diseases (such as: myocardial infarction and/or stroke) in
patients at high risk for a primary event.

. In patients with a coronary heart disease, Lolip reduces the risk of myocardial infarction,
stroke, hospitalization due to heart failure, angina pectoris and/or need for catheterization.



2. Before you take Lolip

Do not take Lolip if:
You are sensitive (allergic) to the active ingredient or to any of the other ingredients

contained in the medicine or to other medicines from this family.

You are suffering from an active liver disease or if you have persistent elevation of blood
transaminase levels.

You are pregnant or breastfeeding, planning to become Pregnant or to breastfeed.

You are a woman of child-bearing age and you do not use Reliable contraception.

Do not use the medicine in children below 10 years of age and in girls who have not yet
started menstruating.

You are taking cyclosporine, telaprevir (for the treatment of Hepatitis ¢), or combination
of tipranavir and ritonavir (for the Treatment of the aids virus).

You are suffering from a disease of the skeletal muscles.

Do not take the medicine without consulting a doctor before commencing treatment:
If you are suffering, or have suffered in the past, from impaired function of the liver or

kidneys or from a brain hemorrhage.
If you regularly consume large quantities of alcoholic beverages.

Special warnings regarding use of the medicine:
! If you are sensitive to any food or medicine, inform the doctor before taking the medicine.

! Before commencing treatment with the medicine, a liver function test should be
performed.

! During treatment with the medicine, liver function and cholesterol level tests should be
performed.

! Inform the doctor that you are taking this medicine before undergoing any kind of surgery
(including dental surgery).

! Statins may increase the risk of diabetes in patients who are in a risk group; these patients
require blood sugar level monitoring.

If you are taking, or have recently taken, other medicines, including non-prescription
medicines and nutritional supplements, tell the doctor or pharmacist. It is particularly
important to inform the doctor or pharmacist if you are taking:

o Medicines that in combination with atorvastatin increase its blood concentration and
may increase the risk of muscle pain:

Antibiotics, such as: erythromycin, clarithromycin, fusidic acid, other cholesterol-
lowering preparations (e.g., fibric acid derivatives, nicotinic acid), antifungal
preparations from the azole group (e.g., itraconazole), boceprevir (for treatment of
hepatitis C), colchicine (for gout), anti-HIV medicines (protease inhibitors) such as:
saquinavir, ritonavir, darunavir, fosamprenavir, lopinavir and nelfinavir.

. Medicines that in combination with atorvastatin increase its blood concentration:
diltiazem (for the heart and blood vessels), rifampin (antibiotic) (when taken
simultaneously with atorvastatin), amlodipine (for treatment of high blood pressure).

. Medicines that in combination with atorvastatin lower its blood concentration:
efavirenz (e.g., Stocrin), rifampin (antibiotic) when not administered in proximity to
atorvastatin, antacids (containing magnesium or aluminum).

o medicines whose blood concentration rises when administered in combination with
atorvastatin:




Oral contraceptives containing norethindrone or ethinylestradiol, digoxin (for the heart) —
you should be monitored.

o If you are taking anticoagulants (warfarin) — coagulation factors should be monitored.

. Do not eat grapefruit or drink grapefruit juice during the course of treatment with the
preparation.
Do not take Lolip together with the following medicines:

° Cyclosporine, telaprevir (for treatment of hepatitis C) or a combination of tipranavir and
ritonavir (for treatment of the AIDS virus).

Use of the medicine and food

Swallow the tablet whole with a small amount of water. The medicine can be taken with or
without a meal.

Maintain a low-cholesterol diet during the course of treatment with this medicine.

Do not eat grapefruit or drink grapefruit juice during the course of treatment with the
preparation.

Use of the medicine and alcohol

During the course of treatment with the medicine, do not drink excessive amounts of
alcohol (see section 2, subsection "Do not take the medicine without consulting a doctor
before commencing treatment").

Pregnancy and breastfeeding
Do not use the medicine if you are pregnant or breastfeeding, planning to become pregnant
or breastfeed.

Important information about some of the ingredients in this medicine:
The tablets contain lactose, which is a type of sugar. If you have been told by your doctor that
you have intolerance to some sugars, contact your doctor before taking this medicinal product.

3. How to take Lolip
o Always take according to the doctor's instructions!
. The dosage and treatment regimen will be determined by the doctor only.
This medicine is not intended for children below 10 years of age.
Complete the treatment regimen recommended by the doctor.
Even if there is an improvement in your health, do not discontinue treatment with the
medicine without consulting a doctor.
o Reduction of the dosage should generally be done gradually.

Attention!

v' Wait at least two hours between taking this medicine and taking antacids.
v" Do not exceed the recommended dose!

v" The tablet must not be crushed/halved/chewed, since it is film-coated.

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

If you forget to take the medicine at the required time, take a dose as soon as you
remember, but never take a double dose!
Adhere to the treatment regimen as recommended by the doctor.




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

o If you have further questions regarding use of the medicine, consult the doctor or
pharmacist.

4. Possible Side Effects:

As with any medicine, use of Lolip may cause side effects in some users. Do not be alarmed
when reading the list of side effects. You may not suffer from any of them.

Discontinue take of the medicine and refer to a doctor immediately if:

. You develop a severe allergic reaction which causes swelling of the face, tongue and

throat and you suffer from breathing difficulties (rare).

You develop a severe skin reaction, including peeling and swelling of the skin,
blisters on the skin, mouth, eyes, or genitals and fever (rare).

. You develop a rash with pink-red spots on the palms of the hands and soles of the feet
(rare).

o You develop muscle weakness, muscle tenderness or pain, and if you simultaneously
feel bad and have a high fever. This may result from muscle tissue breakdown which can
be life-threatening and cause kidney problems (rare).

o You suffer from sudden bleeding or bruises — this may indicate liver problems. Refer
to the doctor immediately for advise (very rare).

Additional side effects:

Common side effects — inflammation of the nasal passages, sore throat, nose bleed, allergic
reaction, increased blood sugar levels (if you have diabetes, continue to strictly monitor
blood sugar levels), increase in blood creatine kinase, headache, nausea, constipation,
flatulence, indigestion, diarrhea, joint and muscle pains, back pain, blood test results that
indicate impaired liver function.

Uncommon side effects — loss of appetite, weight gain, decreased blood sugar levels (if
you have diabetes, continue to strictly monitor blood sugar levels), nightmares, insomnia,
dizziness, numbness or tingling in the fingers and toes, decreased sensation of pain or touch,
altered sense of taste, memory loss, blurred vision, ringing in the ears/head, vomiting,
hiccups, abdominal pain, pancreatitis (which may cause severe abdominal pain), liver
inflammation, rash, itching, urticaria, hair loss, neck pain, muscle fatigue, fatigue, feeling
unwell, weakness, chest pain, swelling of the ankles (edema), fever, white blood cells in the
urine.

Rare side effects — visual disturbances, unexpected bleeding and bruising, yellowing of the
skin and whites of the eyes, tendon injury.

Very rare side effects — hearing loss, enlargement of the breasts in men and women.
Side effects reported with use of other statins — sexual function difficulties, depression,
shortness of breath, persistent cough, fever, diabetes.

Reporting of side effects

» If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet,
please tell your doctor or pharmacist.

% To report any side effect(s) directly to ministry of health, using the on-line reporting form at the

following link: https://www.pharmacy.moh.ps/index/Form/Language/ar & to the company web site
https://www.beitjalapharma.com


https://www.beitjalapharma.com/
https://www.pharmacy.moh.ps/index/Form/Language/ar

5. How to store Lolip
e  Keep the medicine out of the reach of children.
e  Store at temperature between 15-30°C.
e Do not take this medicine after the expiry date shown on the carton. The expiry date
refers to the last day of that month.

Do not throw away any medicines via waste water or household waste. Ask your
pharmacist how to throw away medicines you no longer use. These measures will help
protect the environment.

6. Contents of the pack & other further information:

What Lolip contains:
Lolip 20: Each coated tablet contains Atorvastatin (as Calcium) 20 mg
Lolip 40: Each coated tablet contains Atorvastatin (as Calcium) 40 mg

What Lolip looks like and contents of the pack:

eLolip 20 mg tablets are white biconvex film coated tablets with no discoloration. They are
available in a box containing 30 coated tablets.

e[ olip 40 mg tablets are white biconvex divided film coated tablets with no discoloration. They are
available in a box containing 28 coated tablets.

Marketing authorization holder:

Product License held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma .com

Manufactured by:

[ ]
EBeit Jala Pharmaceutical Co.

81, Al-Madaress St.

P.O.Box 58

Beit Jala - Palestine
http://www.beitjalapharma.com

This leaflet was last revised in May 2021, version number 1401200-5



O yall il glaa B
Al ol Bl pila 40 520 st
o s\l ZrlaS (pilinild ) g5

(b Addia gy a 3la) Al il daga Cla glaa o (g giag ATY ¢ gal) 134 gl J Aling ALalS 3 il § )
(A1 5 e L) il 2liag 08 5 i) s3gy Ladial

cetal i b Jlal (s AT A o el S 1y

ol oY Agibiie agal el il g1 i cad oy 80 A0 adant ¥ i ll o) al) 138 Gy o3

Bkl o sy e dlaine dgaila BT gl @lld ity Jasall ol @b aal ) daila U 6l @l Gias 1)

G g 10 e G908 JBbM Lawia 8 ) gall 1A

+B ) sda gﬁ
ﬂuﬁu\f\j:@u}#,&ﬁul

ul o J gl oLl J8 2

o Jlaain) 248 3

Aldisal) dpilall BN 4

GOAY) Elasbeall (e la e g Al sina 6

5192l (1o puady 478 o o gy Iiba

& JIa i/ 5 55U il e ¢ sila 0 (el (gl allasinal ity ¥ 1agl s 55O e ol sal) aa g 5@
OSSOl i 5 sS lal) abiaial e 308l 8 A i/ 5 5 50 elsas e sl

o5l 138 JlaatY ALYl S 1L el s 5 J s sind o1 ALG duen £ L) i

45580 aal 5 Aulall JEY1 e e lad
Adlariad) (S99 (A Lag gl oo La 1

sdadlall de gasal)
.HMG-CoA Reductase a »¥) Sladie -linlin

sJlaxin) S 93

HDL @ s (Sl saland 5l 5 J5 il sS1) aall 8 dadi yall G spall il giase Jiliil o

‘_A}i caalal EJS\‘}B‘)# (;HJ] ‘f.a‘)d (A:IGI.AJA_\SM ‘9‘/_5 lal) dliae Lda) d.\.n) 2.\}435\ L&Jﬂy\‘g alall ua\‘}ai cbd.

& Conall Ao Loy 43S Qi) dliae oLl ) seda s ) shd el sl QB Al 8 (2 je (e (g 5ilay (Al (ia sall e
LBV WA EERYE ENEN (I /PR VR TIS WL ITEN | PP S PIOS P BN R RN\ |

el od J gl aLdl) 8 2
H3 gl Jolisi Y

Alnadll i e s AT A0 e sall L sing ) 5 A o) sall U Sa e Y ol Alladll salall Ll S [
) (g8 Sl il 5 il 3l e 8 aene L) 935 e gl Jlad G310 e S
Acloall §f Jeall (plalads daia je sl Sala ¢S 5]

dea) el Aidle Jils 5 st ¥ 5 4 samdll (g G351yl S [1]

ng Oaly ol W Ll ol s (i 10 sae G50 JURY) sl o) sall Janid Y



o k) 5l gy ) 5 5l 5 AS L Sl (C 2SI gl 2 Blad) by 5 | (G s slSil gl S
(oY
(shardl JSGell EBliae A e (e (Slad S

s dad) e Ja8 Caudal) 3 L) ¢ g o) gall Jgliii Y
(seled Gy 3 e o SN Al Agd g 6 1A e eald) 8 ule o lad S 1))
eiie JS A sl il 5 el (e € CilpeS ellging < 1)

16 9al) Jlartiuiy ddleia Aald & pdal

sl 0ol 08 Cadall 4l o150 (Y ol alada Y Lula i 131 |

A il ol and el jal Cag el sl Z3lall ey J8 |

sl s8I il g 5 2SN (Bl 5 g o ja] g o) salls 2 3ladl 5 53 SO

(O Al elly i Lay) dal e ddas s o) ja) O o) sall 1agd @l i (e capdall &l

ol eV gl llay 5 ) shadll 438 Gaa Gufiadll (oa el A 5 Sl ) seda s shad (e lilind) 3y 35 8 |
) (g Sadl G slse 48 yal dals

Al A 3ad) cdlasal) g duuda ddua g ¢ gy i e AN A aY) SUID B Lay o AT Ay gl | Ape il gl i | J gl i€ 1)

sk S 1A Janall sf canlall &3 (ala IS5 agall (0 (Aasal) of cundall

bine all Sigan sy ohad ey a8y Al o 5 5 e il ) g ae LS Jliie N 4y saYl e
Il oS mddll (5 AT ) jpumaivne dans sl (mes Gl g S IS enlla s i ol tdie g o) Clabiaal
a5 (J50US) i) s )Y Al (e iy phadll ilabiae (05 5l Gaes @l sl (raea it 1 Jie)
, onliy oSl s S (S gl ildafia) a1 (s g il Babimn g5l (Cu 8 sl (el S (C 281 il 230a))
ol il ol 8l paale b s pla | 5l iy

ol (0 3 5 (he 3 35 it 5 pe LS L N Yl e
okl Gpand shaal | (ulisld ) il a2 g (s 225 Laie ) (50 lmn ) Gsaldy ) (R gedl) Ao Y15 Qla) 5l
(p) Jia i |

ol (80 38 55 (ye JI (il ) 5l e LS e (il 4y 53Y1 e
A sanll habime i ) 5l (e oy B gy (any W Leie (g bms) (el (008 s i) S ey
(psaal¥) 5l o spainall e 4 siall)

il ) 6 e LS Jlia o Ladic W 5S i adll AN 4y 50Yl e
A el a5 o g (BB G s ) il Jisi) ol 05 ) 58 e & sinall Jaal) e ges

A el g 481 e Camy () 5) LR Cilalima J gl caS 13 .

o) 5l 13gy = Slall 3 5 JOA g il uae Gy ol g i el JSB Y .

A &y 5aY) pe sl i Y

(WY G el ) gy 5 5 5 S Jliia 51 (C 20 Gl 2 ad) iy 538 () sane sISl .

saladal) g o) gal) Jlaainu)

A5 5 SV pe e sall 55 OISV e lall (e AL DS ae SAlS (g il o)
o1l 138 ae el 5 38 JMA 5 i oI ALK dpen o Laila

o)l gy = Slall 3 58 J3A g i jall juae (o ol g i el JSB Y

s sl g ¢ gl Jlanin)
DJUAJM‘UJJJC«\JJM djhﬁ‘j"m_z(ﬂd\ )L.I‘) d};ﬂ\w&yﬂwuﬂy,djﬂ\ ‘J.@_}C)\:J\E‘)zﬂd)&
("GM\ c.ljd.ﬁ&._lg..dn]\

sl g Jaal)
Aol )l o Jaall s delia ) i Jaall s b i€ 1) o) sl ks Y

2o oal) 138 il gSa Ly (8 daga Cilaglaa




ol Sl g1 f ) Jaat e clal o elpada & 5al 13 Sl e g 55 s, 55U e al Y (6 gins
o) sall 138 J sl Jd culally

el J gk Ais 3
leandall Cilaglas 385 Ll o) sall Jliie
i caplall J8 (e 2002l 43yl de jall daaiale
) g 10 e G99 UM Laada i slgall 12 e
bl 8 e 4y e sall 2 3all JLeSind one
i o guaiinh ) Sis canlall 3Ll (e el sl z el B Y e
_ﬁ)ﬁd&@ﬁébéo\gﬁkﬁ\dﬁo

1ALl
142 sl e ol 342y ¥/
alia o By (a8l el jlald/ Gand Y V0

Lo jumaly Ladivdl 8 syl shll 38 e T, aa 5 Wadl) g oo o) gall Jilal) aly 13) o Ada jia Ao ja cd gl 3)
Slas g 5all

Ve jal dieLines 55 Y (€, S5 Lla eyl J 45 sanall o gall (B gl gall Joli5 s 13
bl J8 e o ase LS 30l e Aok sall cang

) a3 Ul o) sall Led J Lt 5 3e JS 8 e ol 5 (Gualdd) (e (a5 13Ul 845 50Y) (i Ve
sl o Cudall jinl o) sall Jlasinly (sles ddla) Al gl el (S 13 @

Alaiaal) Auilall AW 4
Va8 Al HEY) A e (a8 Y Galestuall Glarg (o) Apaila 130T Caa 28 (o) Jlasinad <o) 50 5f a1 52 oS
Leia i Al

33 08l o candall aa) g ¢ gall Jglis a8 g

(1530) Gl 3l sea (e et i€y slall g Glalll g 4 gl L1 a3 008 send Jad 3 @bl jskai e

sl Ol (85l adll 8 Alall e clay a alall 8 L)y 88 Jedy o3 il gala Jad oy bl ki e
_(TJJU)S‘)\‘);JZT)MM\ elacV)

(\)J\.:)u;x.o.)s“}u.\.):ﬂ\é;\Jécc\)m-dﬁjcm&cslngﬂ.\.ﬂ)}jm °

SN A e 5 ) ya Sl g o gany CB ) i Cu€ 13 g CBlaall il G148 iae i bl ki e
(1095) SN 3 Sl sy o 3Ll e Tolas J< o il e (63 ine grausd GISE (g0 iy 8

(2 1500) sl e capdall i) 20 8 JSLEe e Jay 8 5eY) 138 — cilesS gl alie Ciy 3 (e Sl 1S o

sddla) ddla U

S 1) aall Sl il sie gL ) | st Jad oy Gile )| lall ilgil) 38 @l el Gl — dadld Aty U
Al it plaa aall & LS oy S )1 (s pall (A Sl Gl gee Aaliay il (5 pSdly Liay 5
AN Ay & N 5 ) ) clia gad il edall Al dliae g dlade aYT Jlgn) anad o gu L)

Sy Ly o i€ 131 aall 8 Sl ol e (i) 36l a3 aladall Aagil) plaih — dadld ye Ay U
(el 5l bal 8 el ol ol paadly sl s 351Gl S (Lams adll (B Sl il sl dailiey e
Al A8y g sl /0 il Ay 3l (8 (e 5 SIA lagd | 31N dula 8 s Gealll o aVL gl
ool wdll Ll 5 5d ASa mila 2SN 8 el (el 8 ad all Cany 38 (A1) by ySill b il ladl
‘_g eliay ad WA 3 )~ ’(;\AJJ) calall) ‘f Cls".u\ ,JM]\ ‘f (J\ A ’UAJAjLi ) ,ele) ’LSA»AS‘- clae) 3.@)5\
Jsd)



Y Ala) el bl shaal s Al jhanl Aasie e iladSy iy gl o il sl 5 Ayl T

el s elal) ol il adiat aand) Glash — Jag 3 el dily U
& G QUES) | i) s ) el (8 il sea — AT il Jlexial die Lgie &30V a3 ) Dl )
.g)&,EJ\P’MdM’M\

Ldlall JEY) ¢ E3Y)

sl lida JLA) a0 Bl oda s jae e dgula AT ol cdaa¥ 1Y) ol 3 judad dpsladl HEY) e ol S 1Y) o
ghwall

A a1 e s SIS s Al Gy sk oo el 3513518 5la ila i ol e £330 o
A8l 39 STV a8 sall g https:/www.pharmacy.moh.ps/index/Form/Language/ar
http://www.beitjalapharma.com

sl ol (AT Ads 5
JlY) Jslite g damy o) sall Jaisl @
_(,OY“- -15 LJHLAB)‘PR%JJ‘;C c\;ﬂ\ﬁ;\.

50V (e aliil) 46 (e apall Jld A el cillaal i sl Gigeall sbus sk e Ay g3l (5 (e (alaT Y @
A s e 2ol Gigas el 038 Lgadiing aa3 o il

dfla) Claglaay 3 gaall (s 5ina.6
slgl (g gl 1ika

p3da 20 (psdl S e ) il 31 (5 iy i g A S 120 )
pale 40 (2l ele) il i g sy A g IS o il a3 US40 il

sAiatl) o ginag qulgl gdu S

G sind Ade (aa s}p@j.djﬂ\‘;ﬁem@;@gw\@wmﬁu@bﬁi@gxzo%@w\ﬂ.
alia e B30 e

o5 sl (g kS ade e el L ) 05 A € IS5 e Ailke ol i1 8 a3l 40 cad o) ol 3T
A S5 e alie o A28 e s sinidile Gaa s gl

1150 5 gyl Gl ALl AS 51

4500 Yl Cap 4S5l sl il s 3
M-ygﬁﬁcsgg_wcw‘)\ﬂ\&‘)\.ﬁ]c 81
http: //www.beitjalapharma .com

:‘5£ A "‘

B
) . JLJ:.’imE;.ums-;n_f.aﬁ iy
81 PSJLJ‘J\M\&JL”
58 .=
Oabaald / Yl

http://www.beitjalapharma.co

5-1401200 _aa¥l ad; 2021 Jul 583 i) o2a dan ye o


http://www.beitjalapharma.co/
http://www.beitjalapharma.com/
https://www.pharmacy.moh.ps/index/Form/Language/ar




	P.O.Box 58

