JINCTOK-BKNAABILL: UHOOPMALMA A/151 NOJ/Ib3OBATENA
3aHoTa30H 50 000 ME markux renesbix Kancyn
XOJIEKAJIbLIUDEPO/I (BuTamuH Ds)

Nepea Hayanom ynotpe6neHuA NeKapcTsa NPOYTUTE BHUMATENbHO BKAAABIL,

Bauyio ana Bac
« CoxpanwTe 8KnaAbi. BOMOKHO, Bam NPUAETCA NPOUMTaTS €ro ele pas.

—  HeKOTOPble NeKapCTBeHHbIE NPENapaTsl AN CHYKEHWA Beca, yMeHblaloue

wupa, ( opaucrar);
HeKOTOPbIE CnaBUTENbHBIE (HANPUMED, KWAKWIA NapaduH).

€ nuueii u

CMOTPM pasaen 3 “Kak NpUHMMaTh 3aHOTasoH”
BepemeHHOCT, U TPyAHOe BCKapMAUBaHUe
EChvt Bbl GepeMeHHE! WM KOPMHTE TPYAbIo, AN OAAraeTe, YTO GepemeHHb! AU NnaKwpyeTe
3aBecTH pebeHKa, npexae 4em NpuHMMaTL eAcTso, iirecs ¢
BpaYOM WA GapmaLesTOM.

* Mo sonpocos K spayy unu He PeKOMeHYETCA NPUHIMATS NPENapaT GepemeHHbIM U KODMALIM MaTepAM.
dapmauesty. N BoxpeHue W IKCNYaTaLMA MawmH

« JleKapcTeeHHuIl npenapar HasHauaeTca To/1bko Bam. He nepeaasaiiTe ero Apyram ° i npenapata Ha soauTs
NIOAAM. OH MOKET HaBPEAMTS UM A2NKE, ECIM CUMITOMbI cpeacrea . Opwaxo,
cosnagaior. npenapat we aauAeT Ha ynpasnaTs unn

« TIp B03HMKHOBEHIM NOBONHBIX 3GEKTOR NPOKOHCYALTHPY/iTECh C BpaYoM WA
(bapmauesTom. MoGouHbIe 3ddeKTbI BKIOaIOT TakKe N0GbIe noGounbie

3KCNNYaTUPOBATS MALIMHBI
3. KAK

30eKTs, He & HacTonem . Cm. paspen 4.
Y40 copepmuT ncTOK-BKAAABIL:
1. Yem ABNAETCA 3aHOTA30H M ANA HEro OH ynoTpeBaReTca
2. UTO HYKHO 3HATb NEDEA TeM Kak Ha4aTh NPUHAMATb 3aHOTa3OH
3. Kak npuimars 3aorason
4. BoamoHbie noBouHbie abdexTsi
5. Kak xpanws 3anoTason
. CoAePAMMOE YNaKOBKW 1 MPOUMe CBeAHHA
1. YEM SBNIAETCA 3AHOTA3OH M AN YEFO OH YNOTPEBAETCA
* 3aHOTa30H COAEPHHT XONEKANBLMGEPON (BMTaMMH Ds). BUTAMIH Ds MOKHO HaliTH B
HKOTOPbIX NIDO/AYKTaX, OH MOXET TaKKe BLIPAGATHIEATLC OPraHMIMOM NpH
BO3ATCTBUM CONHEUHbIX Nyueli Ha KOXY. BATaMAH D3 IOMOTaET NouKam
KiLiedHUKy a6COPGHPOBATS KaNbLMii M MPUHMMAET Y4aCTHE 8 GOPMAPOBAHN
KOCTHOM TakkM.
3anorazon ynoTpebasetca:
ANA IPEAOTBPaLIEHNA ASPUUMTA BUTaMMHA D, KOTAR CYLIECTBYET PHCK
Aeduumta win © BuTammre D
* C/APYIMMM NEKADCTBEHHLIMM NPENAPATAMH A1 NIEHEHNA HEKOTOPBIX KOCTHbIX
i, TaKi KaK wocreit
* /15 nevenwA AedMUMTa BUTaMMHa D, KOTOPbIV Gbin NOATBEPKEH Na6OPATOPHEIM
w30m, U paxnT:
2. 4TO HYIKHO 3HATB MEPE/] TEM, KAK HAYATb NTPUHUMATb 3AHOTA3OH
He cneayet npunumars 3aHotazon:
« ecauy Bac aanepria Ha BATamAH Ds W1 110607t ADYTOW MHTPEAWEHT AaHHOTO
nexapcTaeHHoro npenapara. (cm. pasaen 6);
« ecauy Bac BICOKWI YPOBEHb KabUMA & KDOBH (MnepKanbLVeMMs) uaw Mmode
(runepanbumypus);
« ecauy Bac ectb Kamy B nOdKaX;
« ecany Bac nodedHas HEAOCTATONHOCT;
€cn y Bac BICOKMIE YPOBEHb BUTamMAHa Ds B KpOBM (rUNEPBUTaMHHO3 D);
ecnmy Bac
ropmoHos);
« ecnu Bul Gepementt;
« ecau Bam we vcnonwwnoc 18 ner.
ECAM KaKaR-1MB0 U3 BbILLIE YKA3AHHbIX CHTYAUMIA OTHOCHTCA K BaM, TO NPEXAE, HEM NPAHAMATE
3anorason, Jitecs c spadom wim

Mpes e Yem NPUHUMATb 3aHOTa30H,
ecnm Bei:

< Bpavom nau

AR NeveHwA cepaeUHbIX
3a60/1e8aHMi (HANPUMED, CEPARUHbIE TIUKOINANI, TAKAE KaK AUTOKCHH);
« CTpaaaere CapKou030M (PACCTPOVICTBOM MMMYHHO/ CHCTeMB, KOTOPOE MOJKET
NPUBECTA K NOBBILIEHMIO YPOBHA BUTamUHa Ds 6 OpraHuame);
* NpUHAMAETE NeKAPCTEa, COAPHALLUE BUTaMMH Ds, WK NMTAETECH NPOAYKTAMM UNK
nbeTe MONOKO, 0BOraUleHHOE BUTaMMHOM Ds;

6y/eTe HaXOANTLCA N0/ ANMTENbHbIM BO3AETCTBUEM CONHEUHbIX Ny4eli BO Bpems!

NPUHATUA 3aHOTazOHa;

« npUHMMaeTe A0GaBKM, COAEPKaLIME KaNbUA. BPa4 AOMKEH KOHTPOAMPOBATH
YPOBEHb KanbUtMA & KDOBH, YTOGbI YGEAUTLEA, HTO OH HE CAMIKOM BLICOK B NEPHOA
UCNO/b30BaHMA 3aHOTa30Ma;

« Y Bac 6oneskb novex. Bpauy CAEAYET H3MEPUTL YPOBEHb KaAbUUA B KPOBH WA MOYE.

. i NpOAYKT copepuT "

NPONWANAPArMAPOKCHGEH30aT, 3T MOKET NPUBECT K A/NEPTU4ECKAM PEaKLMAM.

Dt

Mpenapar He CAEAYeT NPUHUMMATL ACTAM W NOAPOCTKAM, HE AOCTATINM 18-neTHero

so3pacra.

Coueranue

< apyrumm
 apatiom wm ecnm HepasHo
NPUHUMANN W ByAeTe NPUHUMATS NI0GHIE AYTME NeKapCTREHHbIE MPENapaTsl. 310
0CO6EHHO BaHO B CNy4anX, ecan Bul npunumaeTe:
. i Ha cepAaue MK NouKM,

Takie Kak CepAeHHbIE TNKO3MAS (HAMPUMED, AUTOKCHH) WM AHYDETAKN (Hanpumep,
Genapodaymetuauna).
n

pn ¢
NIPENapaThl MOTYT BbI3BATS SHAUNTENLHOE NOBHIWIEHME YPOBHA KAALLMA & KDOBH U
Moue;

NeKapcTBeHHbIe NPENapaTe, COAPIaLIE BUTaMMH D3, WM Ny, Goratyio
BUTaMUHOM Ds, HANPUMED, HEKOTOPbIE BHAbI OBOTALLEHHOTO BUTaMUHaMM D
monoxa;

AKTMHOMULUH (1€KAPCTEO, UCIONB3YEMOE ANA NeNEHHA HEKOTOPLIX HOPM paKa) 1
MWAa307bHbIE NPOTUBOTPHBKOBHIE CPEACTEA (HAMPUMED, KAOTPHMA30N 1

" ANR nedeHUR PUBKOBEIX
3a6onesanni);
. NOCKOABKY OHM MOTYT BAMATS Ha
AeficTaME WAV NOTNOLEHHE BUTaMUHa Dy:
npenaparsl cpeactea),
6apButyparei,

(MHOKOKOPTAKOWAY! (CTEPONAHBIE TOPMOHSI, TakMe Kak TWAPOKOPTUIOH WA
NIPEAHUIONOH). OHM MOTYT CHUINT ARiCTBNE BUTaMMHE Dy;

npenaparsi, poseHs
(HanpuMep, XoNecTipamiH unu Konectunon),

B KpOBU

Bcer/a npUHMMAliTe NPENapaT Tak, Kak NoKa3an Bam Bpay WM GapMaLEsT.

iTech ¢ Bpavom unu ecnu He yeeperbl.
Kancyal Cneayet nporoTHTL UEAMKOM 1 3aNHTb BOAOH
MpeAnoNTUTeNbHEE NPUHIMMATE 3AHOTA30H € BONBLIMM KOAUHECTBOM eAb, HTOBbI OMOYH
‘OpraH3My yCBOWTS BHTaMMH D.
Npumenenue B3pocnbimm
Pexomenayeman A03a An:
Neuenun Aeduumra sutamuna D: 50 000 ME / & Heaenio (1 Kancyna) s Tedenvie 6-8 Hepens
NOCNeAYIOWMM MOAACPIKUBAIOUM NeveHyem (1400-2000 ME / 8 AcHb, 1 Kancyna 8 mecau).
TpUMeHeHMe AETEMM U NOAPOCTKAMN
HacToAWwii NPenapaT AeTAM W NOAPOCTKaM NPUHMMATL He PEKOMEHAYETCA.

" pyasio

L
HacToAwwis npenapar npu 6epeMeHHOCT U KOPMARHUM TPYABIO NPUHUMATS He
PpeKomeHayeTcA.
Ecu Bol NPUHANN 403y
Ecnu Bbl npunAAM 403y npenapaa,
npenapata u o6paTHTECh K Bpady. ECIM HEBOSMONKHO OGPATUTEA K Bpady, 0GpaTATCh B
Gnualiiumii OTAN CKOPOIi IOMOLLM GONLHALLbI U BO3bMATE NEKaPCTEO C cOBOYL. HauBonee
ABNAIOTCA TOWHOTA, PBOTA, CHbHAA

Kawaa, BHPAGOTKA GONLLIOTO KONVMECTEA MOUM B TeueHue 24 4aCOB, 3aN0PLI 1
0Be3BOKMBHME, BHICOKMIE YPOBEHS KaNbUMA B KPOBH (TMNEPKALUMEMHA U

& pesynwTae ananusa.

Ecnu Bl 3a6b11M IpUHATS 3aHOTaz0H
EChv Bbl 3366111 NPUHATS 3aHOTa30H, NPUMMTE NPOMYLLEHHYIO A03Y KaK MOHO CKopee. 3aTem
NpAMUTE CleAYIOlLyI0 403y B NONOMEHHOE BpemA. OAHAKO, €CIM HACTANO BPEMA NDUHMMATD.
ceaylowylo 403y, NpUHMMATE B03y He cneayer, npunATHEM
cneayioweit 403bI
He NPUHUMaliTe ABOIHYIO AO3Y € UEAbIO KOMNEHCAMM NPONYLLEHHO 403G
Mpexpalyenme NPUHATUA 3aHOTasoHa
ECchmy Bac ecrb 40NOAHMTEAbHbIE BONPOCH! O MOBOAY NPUHATAR AGHHOTO NIEKAPCTBEHHOTO
npenapata, npoKOHC ViTech C Bpadom wnn
4. BO3MOMKHBIE NOBOUHBIE IOGEKTbI
Kak u sce fanroe
noGouHble 3heKTsI, HO He y Beex.
BO3MOKHbIE MOGONHbIE 3PPEKTHI BRAIOHAIOT:
MHoraa (ot 1 w3 100 Yenosex)

* nOBLILIGHHBI YPOBEHb KAbLWMA B KOBH (THNIEpKANbLMEMHR),

ROBbILIGHHBI YPOBEHb KabLMA B MOYe (rnepKanbLMypus)

PeaKo (40 1 13 1000 enosex):

© KowHaA coinb

© 3va

« kpanuenuua.
OruerHocTb 0 noBouHbIX 3dPeKTax
My Hanuuuu noGouHIX 3pdexTos c apavom um
MoGOuHBIE SGGEKTH BKAOHAIOT NOGbIe BOIMONKHEIE NOGOUHEIE SBPEKTHI, He yKasaHHbie &
HaCTOAEM BB AbILLE.

CPEACTBO MOMeET Bbi3bIEATE

5. KAK XPAHUTb 3AHOTA3OH
XpauTe nekapcTaeHHbIli NPENapaT 8 HEAOCTYNHOM AnA AeTel MecTe.

He ucnonb3yiiTe NpenapaT NOCAE MCTEHEHNS CPOKA FOAHOCTH, VKASAHHOMO Ha YNaKoBKe nocne
cnosa «Expy.

AaTa UCTeUEHNS CPOKA FOAHOCTH 03HAUAET NOCNEAHUIA ASHb MECALA.

XpaHuTs Npu TemnepaType He Bbiue 25 ° C, 8 OpUIMHAALHOM YTaKOBKe, A/1A 3aLLMTHI OT CBeTa
Bnaru.

He cnefiyer 85i6pacsioaTh /IeKapCTBeHHbIE CPEACTEA B CTONHBIE BOAS! WM GITOBbIE OTXO
MonpocuTe $hapmalesTa yKa3aTs Kak NPABNLHO USGABUTLCA OT NlEKapCTEa, KOTOpbIe Bbi
GonbLUE He MCNoNb3yeTe. ITH MEPLI IOMOTYT 3aLIMTUTL OKPYXAIOWYIO CPeAY.

6. COZEPYKMMOE YNAKOBKM M MPOYME CBEAEHMA

470 COAEPKUT 3aHOTa3OH

* aKTMBHbIM BEILIECTBOM ABARETCA XONEKAAbUMPEPOA (sMTamH D3).

Kawpan MATKan reesas Kancyna CoAPKAT 50 000 ME Xonekazbiy$epona, 4To cooTsercryer
1.25 mr xonexansuubepona.

« K uncay npounx

oTHOCATCA macno,

Hatpus,
HaTpR, FAMUEPVH, KeNaTUH 1 OMMLIEHHaA BOAA.

KaK BbInAAHT 3aHOTa30H, COAEPUMOE NaKeTa.

3aH0Ta30H 50 000 ME - enTan 0BanbHaA MATKaA Kancyra. OHa COAEPIHT KenTosaTyio
MaCARHUCTYIO MUAKOCTS.

Kawz3as KopoGKa cogepmuT 20 Kancy, ynakosaHsix 8 6amctep.

r
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GIGAFARM

Tabriz - IRAN

Npoussopurens.
@apmaueaTuueckan xomnawma 3arpasw, Ucnamckan
pecny6auka Mpaw. Mectwuii aapec: MlpombiLunennsif r0poa
ATNACa6, yn. Cepym flapy, Hanp. CencroxosahcTaenn
Y4e6HsiA uewTp, 19 k. Terepan-poya, Te6pus, Upan.
NoNTOBMA MHAeKC: 51575-5367. BeG-cafi:
www.zahravipharma.com.
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Zanotazon 50,000 IU

soft gel capsules
CHOLECALCIFEROL (vitamin D3)

Read all of this leaflet carefully before you start using this medicine, 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, or nurse.

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

. If you get any side effects, talk to your doctor, or pharmacist
or nurse. This includes any possible any side effects not listed
in this leaflet. See section 4.

What is in this leaflet:

1. What Zanotazon is and what it is used for

2. What you need to know before you take Zanotazon
3. How to take Zanotazon

4. Possible side effects

5. How to store Zanotazon

6. Contents of the pack and other information

1. WHAT ZANOTAZON IS AND WHAT IT IS USED FOR

Zanotazon contains cholecalciferol (vitamin D3). Vitamin D3 can be found in

some foods and is also produced by the body when skin is exposed to sunlight.

\gitamin D3 helps the kidneys and intestine absorb calcium and it helps build
ones.

Zanotazon is used:
o to prevent vitamin D deficiency when there is a significant risk
of deficiency or an increased demand for vitamin D.
° with other medicine to treat certain bone conditions, such as
thinning of the bone (osteoporosis).
o to treat vitamin D deficiency that has been confirmed by
laboratory tests and rickets.

2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE ZANOTAZON
Do not take Zanotazon:

. if you are allergic to vitamin D3 or any of the other
ingredients of this medicine (listed in section 6).

. if you have high levels of calcium in your blood
(hypercalcaemia) or urine (hypercalciuria).

o if you have kidney stones (renal calculi).

. if you have serious renal impairment.

o if you have high levels of vitamin D3 in your blood

(hypervitaminosis D).
. if you have pseudohypoparathyroidism (disturbed parathyroid
hormone metabolism).

. if you are pregnant.
. if you are under 18 years of age.
. If any of the above applies to you, talk to your doctor

orpharmacist before taking Zanotazon.

Warnings and precautions
Talk to your doctor or pharmacist before taking Zanotazon if you:

. are undergoing treatment with certain medicines used to
treat heart disorders (e.g., cardiac glycosides, such as digoxin).

. have sarcoidosis (an immune system disorder which may
cause increased levels of vitamin D3 in the body).

. are taking medicines containing vitamin D3, or eating foods or
milk enriched with vitamin D3.

. are likely to be exposed to a lot of sunshine whilst using
Zanotazon.

. take additional sugf)lements containing calcium. Your doctor
will monitor your blood levels of calcium to make sure they
are not too high whilst you are using Zanotazon.

. have kidney damage or disease. Your doctor may want to
measure the levels of calcium in your blood or urine.

. Medicinal product contains methylparahydroxybenzoate and
propylparahydroxybenzoate, it may cause allergic reactions.

Children
T?is medicine is not suitable for use in children and adolescents under 18 years
of age.

Other medicines and Zanotazon
Tell your doctor or pharmacist if you are using, have recently used or might use
any other medicines. This is especially important if you are taking:

° medicines that act on the heart or kidneys, such as cardiac
Elycosides (e.g., digoxin) or diuretics (e.g.,

endroflumethazide). When used at the same time as vitamin
D3 these medicines may cause a large increase in the level of
calcium in the blood and urine.

° medicines containing vitamin D3 or eating food rich in vitamin
D3, such as, some types of vitamin D3-enriched milk.

° actinomycin (a medicine used to treat some forms of cancer)
and imidazole antifungals (e.g., clotrimazole and
ketoconazole, medicines used to treat fungal disease). These
medicines may interfere with the way your body process
vitamin D3.

. the following medicines because they can interfere with the
effect or the absorption of vitamin D3:

. antiepileptic medicines (anticonvulsants), barbiturates.

° glucocorticoids (steroid hormones such as hydrocortisone or
prednisolone). These can decrease the effect of vitamin D3.

. medicines that lower the level of cholesterol in the blood
(such as cholestyramine, or colestipol).

° certain medicines for weight loss that reduce the amount of
fat your body absorbs (e.g. orlistat).

° certain laxatives (such as liquid parafin).

Zanotazon with food and drink
See section 3 “How to take Zanotazon”

Pregnancy, breast-feeding and fertility

If you are pregnant or breast-feeding, think you may be pregnant or are
planning to have a baby, ask your doctor or pharmacist for advice before taking
this medicine.

This high strength formulation is not recommended for use in pregnant and
breast-feeding women.

Driving and using machines

There is limited information on the possible effects of this medicine on your
ability to drive. However, it is not expected that it would affect your ability to
drive or to operate machinery.

3. HOW TO TAKE ZANOTAZON

Alwals take this medicine exactly as your doctor or pharmacist has told you.
Check with your doctor or pharmacist if you are not sure.

The capsules should be swallowed whole with water.

You should take Zanotazon preferably together with a large meal to help your
body absorb the vitamin D.

Use in adults
The recommended dose for:

Treatment of vitamin D deficiency: 50,000 IU/week (1 capsule) for 6-8 weeks,
fol ov\{]e)a by maintenance therapy (1,400- 2,000 IU/day, such as 1 capsule a
month.

Use in children and adolescents
This high strength formulation is not recommended

Use in pregnanc% and breast-feeding
This high strength formulation is not recommended

If you take more Zanotazon than you should

If you or your child take more medicine than prescribed, stop using this
medicine and contact your doctor. If it is not possible to talk to a doctor go to
thehnearest hospital emergency department and take the medicine package
with you.

The most common symptoms of overdose are: nausea, vomiting, excessive
thirst, the production of large amounts of urine over 24 hours, constipation and
dehydration., high levels of calcium in the blood (hypercalcaemia an
hypercalciuria) shown by lab test.

If you forget to take Zanotazon

If you forget to take a dose of Zanotazon, take the forgotten dose as soon as
possible. Then take the next dose at the correct time. However, if it is almost
time to take the next dose, do not take the dose you have missed; just take the
next dose as normal.

Do not take a double dose to make up for a forgotten dose.

If you stop taking Zanotazon ) »
If you have any further questions on the use of this medicine, ask your doctor
or pharmacist.

4. POSSIBLE SIDE EFFECTS

Like all medicines, this medicine can cause side effects, although not everybody
gets them.

Possible side effects may include:

Uncommon (may affect up to 1 in 100 people)
. Too much calcium in your blood (hypercalcaemia)
. Too much calcium in your urine (hypercalciuria)

Rare (may affect up to 1in 1,000 people)

. Skin rash
. Itching
. Hives

Reporting of side effects ) o
If you get any side effects, talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet.

5. HOW TO STORE ZANOTAZON

. Keep this medicine out of the sight and reach of children.

. Do not use this medicine after the expiry date which is stated
on the carton after “Exp”.

. The expiry date refers to the last day of that month.

. Store below 25°C protect from light and moisture.

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

6. CONTENTS OF THE PACK AND OTHER INFORMATION

What Zanotazon contains
. The active substance is cholecalciferol (vitamin D3).
. Each soft gel capsule contains 50,000 IU cholecalciferol
(vitamin D3) (equivalent to 1.25 mg vitamin D3).
. The other ingredients are: corn oil, butylated hydroxyanisole,
butylated hydroxytoluene, methylparaben, propylparaben,
glycerin, gelatin and purified water.

What Zanotazon looks like and contents of pack
. Zanotazon 50,000 IU is a yellow oval-shaped, soft capsule. It
contains a slightly yellow oily liquid.
. Each carton contains 20 capsules packed in blister strip.

Marketing Authorisation Holder
"Giga Farm" LLC

Gogunts 3/5 Street, Gyumri,
Armenia.

Manufacturer

Zahravi Pharmaceutical Co., Islamic Republic of Iran

Site address: Alinasab Industrial Town, Serum Darou St., Opp. Agricultural
Training Center, 19th Km. Tehran Road, Tabriz, Iran.

P.0.Box : 51575-5367. Website: www.zahravipharma.com
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