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UPSA-C”

Effervescent tablet
Ascorbic acid 1000 mg

Keep out of reach of children.

Read the package insert carefully before use. For more
information, please askyour doctor.

IDENTIFICATION OF THE MEDICINAL PRODUCT

- TRADENAME
UPSA-C, effervescent tablet.

® COMPOSITION

Activeingredient: Ascorbicacid (Vitamin C): 1000 mg.
Excipients: Sodium hydrogen carbonate, anhydrous citric acid,
sucrose, saccharin sodium, macrogol 6000, Sodium benzoate,
orange flavouring (confaining, in particular, maltodextrin), sunset
yellow (E110), s.qfor one effervescent tablet.

* PHARMACEUTICAL FORM-PACKAGINGSIZE
Effervescent tablet.
Boxof 1 tubex10tablets.

° PHARMACOLOGICAL PROPERTIES
Pharmacodynamicproperties
Pharmacotherapeutic group: Vitamin C, not associat=d, ATC code:
AT1GAO1.
Ascorbic acid (Vitamin C) is an essential water-soluble vitamin for
humans, due to lack of the enzyme gulonolactone oxidase
required for its synthesis. Structurally, ascorbic acid is related to
glucose, contains 6 carbon atoms and exists in 2 interconvertible
forms: L-ascorbic acid, the reduced form. and L-dehydroascorbic
acid, its oxidized derivative. Ascorbic zcid is essential to the
production of connective tissue, particularly the intercellular
matrix and collagen, and the integrity of connective tissue
structures, including blood vessel walls. Ascorbic acid is involved
in proline and lysine hydroxylation in peptide chain formation
during the synthesis of collagen. It is a cofactor in numerous
oxidoreduction processes involved in preventing cellular damage
~from free radicals. It participates in phenylalanine, tyrosine, folic
acid, norepinephrine, and histamine metabolism; carbohydrate
utilization; lipid, protein and carnitine synthesis; and serotonin
hydroxylation. It promotes intestinal absorption of iron by
maintaining iron in its reduced state. Severe ascorbic acid
deficiency (scurvy) may present clinically as hemorrhage
(petechiae, purpura, ecchymoses), anemia, joint swelling and
pain, painful edema especially in the lower limbs, gingivitis
and gumrecession.

Pharmacokinetic properties
Absorption ———
Ascorbicacid s readily absorbed from the gastrointestinal tract via
asaturable active transport mechanismin the smallintestine.
Distribution

Ascorbic acid is distributed to all tissues of the body. Ascorbic acid
is not bound to plasma proteins. The highest ascorbic acid
concentrations are found in the adrenal glands, pituitary gland,
retina and leukocytes. Plasma and urinary levels of ascorbic acid
are not reliable indicators of body stores, as they reflect recent
dietary intake. Leukocyte concentration is used to establish
recommended daily intakes of ascorbic acid at the intake that
achieves near-maximal neutrophil concentration with minimal
urinary excretion of ascorbate.

Metabolism

Ascorbic acid is transported across cell membranes both as
ascorbate and dehydroascorbic acid, which is reduced to
ascorbate upon cell entry. The specific transport meghanisms
involved are not clearly understood and data on the quantification
of specific urinary metabolites such as oxalate, diketogulonic acid,
ascorbate-2-sulfate and dehydroascorbic acid are limited and
affected by ease of degradation of ascorbate and other factors,
such asindividual intake and repletion status.

Elimination

Ascorbic acid is excreted primarily in the urine, partially as
ascorbate and partially in the form of various ascorbate
metabolites including oxalate, the relative proportion of which
depends on dosage, repletion status, renal function and other
factors. Excretion into the urine represents leukocyte saturation.

sk

* THERAPEUTICINDICATION
This drug is to be used in adults in treatment of vitamin @
deficiency.

° DOSAGE AND METHOD OF ADMINISTRATION
“Dosage | e T

Restricted to adults, 1 tablet per day.

Method and route of istration

Oral route.

Dissolve the tabletin halfa glass of water.

Frequency and timing of administration of the medicine

Because of a slight stimulating effect, it is preferable not to take

this medicine at the end of the day.

© CONTRAINDICATION

This drug must NOT BE USED in the following cases:

- hypersensitivity toone of theingredients.

- renalstones.

WHEN IN DOUBT ALWAYS CONSULT YOUR DOCTOR OR PHARMACIST.

1000 mg Fepets

1000 mg

Pé&thudcxatamtaytréem.
Poc ki hudng dan sit dung trudc khi dung. Néu can
thém théng tin, xin héiy kién bacsi.

XACBINHTHUGC

o TENTHUONG MAI

UPSA-C, viénnén sui bot.
. 3

o THANHPHAN

Thanh phan hoatchét: Acid ascorbic (Vitamin C): 1000 mg.

Thanh phén té duge: Natri hydrocarbonat, acid citric khan,

sucrose, hatti saccharin, macrogol 6000, natri benzoat, huong vi

cam (cu thé chiia maltodextrin), sunset yellow (E 110) vita duacho

motvién nénsuibot.
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* DANGBAO CHE-QUY CACHDONGGOI
Vién nén sui bot.
Hopcd 1tuypx 10vién.

o CACDACTINHDUGQCLY

Cacdactinhdugcluchoc

Nhém dugc Iy - tri liéu: Vitamin C, khéng két hgp, Ma ATC:
A11GAO01.

Acid ascorbic (Vitamin C) la vitamin tan trong nudc thiét yéu cho
ngudi, do khéng c6 enzym gulonolacton oxidase can thiét cho su
t8ng hap clia nd. V& mat cdu tric, acid ascorbic c6 lién quan dén
glucose; chifa 6 nguyén tlf carbon va 6n tai & 2 dang c6 thé thay
d6i 1an nhau: zcid L-ascorbic & dang khi va acid L-
dehydroascorbic fa dan xudt oxy héa ctia nd. Acid ascorbic thiét
yéu cho su san sinh mo lién két, dac biét la ch&t nén noi bao va
collagen, va tinh toan ven clia cAu tricmo lién két, bao gbémthanh
mach mau. Acid ascorbic tham gia vao sy hydroxyl héa prolin va
lysin trong viéc hinh thanh chudi peptid trong qua trinh téng hop
collagen. Acid ascorbic la mét déng yéu t6 trong nhiéu qua trinh
oxy héa khr, tham gia vao viéc ngan ngifa tén thuong té bao do
cac géc tu do. Acid ascorbic tham gia vao su chuyén hoéa
phenylalanin, tyrosin, acid folic, norepinephrin va histamin; st
dung carbohydrat; téng hap lipid, protein va carnitin; va hydroxyl
héa serotonin. Acid ascorbic thiic ddy sy hap thu sat tir ruot béng
céch duy trisit &trang thdi khircliané. Suthiéu hut acid ascorbic
néng (bénh thigu vitamin C) c6 thé ¢6 biéu hién lam sang nhu
xuéit huy&t (@6m xuét huyét, ban xudt huyét, bam mau), thiéu
mau, sungva dau khép, phiiva dau, décbiétla & chi duéi, viém
loivatutlgirang.

Cacdactinh dugcdong hoc

Hapthu

Acid ascorbic dugc hap thu dé dang tirdudng tiéu héa qua co ché
van chuyén chti d6ng c6 thé bao hoa drugtnon.

Phanbé

Acid ascorbic dugc phan bd vao tat c cac mé clia co thé. Acid
ascorbic khéng gén két véi protein huyét tuong. Nong dé acid
ascorbic cao nhat dugc tim thdy trong tuyén thuong thén, tuyén
yén, vong mac va bach ciu. Néng do acid ascorbic trong huyét
tuong va nudc tiéu khong phaila céc chi thi dang tin cay védutrir
cia cothé, vi chiing phan anh sutiéu thu trong ché do an gan day.
Néng d6 bach ciu dugc st dung Gé xéc dinh luong acid ascorbic
tiéu thu hang ngay dugc khuyén céo & luong tiéu thu dat dugc
néng do bach cau trung tinh gén t6i da véi lugng bai tiétascorbat
trong nudc tiéu t6i thiéu.

Chuyénhéa

Acid ascorbic duoc van chuyén qua mang té bao dudi dang ca
ascorbat va acid dehydroascorbic, chét nay bi khirthanh ascorbat
khi di vao t& badiCo ché van chuyén d3c hiéu lién quan chua dugc
hiéu ro va d liéu vé dinh lugng cac chat chuyén héa dac hiéu
trong nudc tiéu nhu oxalat, acid diketogulonic, ascorbat-2-sulfat
va acid dehydroascorbic con han ché va bi anh huéng bdi su dé
phén hiy clia ascorbat va cac yéu t6 khac, nhu tinh trang tiéu thu
vabd sung clatiing canhan.

Thaitrit

Acid ascorbic dugc bai tiét chl yéu trong nudc tiéu, mét phan
dusi dang ascorbat va mét phan dusi dang cac chat chuyén héa
ascorbat khac nhau bao gém oxalat, ty & tuong d6i ctia né phu
thuéc vao liéu dung, tinh trang b6 sung, chic néng than va cac
yéu t6 khac. Su bai tiét vao nudc tiéu dai dién cho subao hoa bach
cau.

o CHIDINHDIEUTRI
Thudc nay dugc dung & ngudilon @€ diéu tri tinh trang thiéu hut
vitamin C.

o LIEUDUNG,CACHDUNG e
Liéudung

Chidanh chonguilén 1vién métngay.

Cachdung vadudngdung

Diing dudng uéng.

Hoa tan vién thudc vao nia cdc nudc.

Tan s8 va thoi diém dung thuéc

Do c6 tac dung kich thich nhe, khéng nén udng thudc nay vao
cudingay.

o CHONG CHiBINH

Thudc nay KHONGBUOC DUNG trong nhiing trudng hgp sau:
- Quéa man cam di véi bét ky thanh phan nao clia thudc.

- S&i than.

KHINGHINGO, CAN HOIY KIEN THAY THUGC HOAC DUQC ST
CUA BAN.

1358086
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® PRECAUTIONS FORUSE

Because of a slight stimulating effect, it is preferable not to take

Vitamin C at the end of the day. A varied food intake usually
provides the body's vitamin requirements.
This medicine contains 283 mg sodium per effervescent
tablet which must be taken into account®in persons
following a strictlow-salt diet.
This medicine should be used with caution in patients with
disorders of iron metabolism, predisposition to urolith or
renolith formation, and glucose-6-phosphate
dehydrogenase deficiency.
In cases of intolerance to fructose, glucose and galactose
malabsorption syndrome, or sucrase-isomaltase
deficiency due to the presence of sucrose.
Patients with glucose-galactose malabsorption syndrome
should not take this medicine as it contains maltodextrin.
WHEN IN DOUBT DO NOT HESITATE TO CONSULT YOUR
DOCTORORPHARMACIST.

* INTERACTIONS WITH OTHER DRUGS AND OTHER FORMS OF
INTERACTION

INORDER TO AVOID POTENTIAL INTERACTIONS BETWEEN DIFFERENT

DRUGS YOU SHOULD ALWAYS INFORM YOUR DOCTOR OR

PHARMACISTIF OTHER DRUGS ARE BEING TAKEN. \a

Ascorbic acid may interfere with blood and uri

measurements and fecal occult blood analysis.

Deferoxamine: Concomitant administration of high doses of

ascorbic acid with the chelating agent deferoxamine may increase

tissue iron to toxic levels and lead to cardiacfailure.

Acidic or basic substances: Administration of high doses of

ascorbic acid may decrease urinary excretion of acidic medicines

and increase urinary excretion of basic medications.

Iron: Ascorbic acid promotes the absorption of iron in the

digestivetract.

ary g lucose

* PREGNANCY AND BREAST-FEEDING

Vitamin C passes from maternal to fetal bloed via an active
transport mechanism.

Vitamin Cis excreted into human breast milk.

This drugis to be used during pregnancy only on the advice of your
doctor.

If you discover that you are pregnant during treatment with
vitamin Cyou should consultadoctorashe/she alone candecideif
you should continue the treatment.

Use of high doses of vitamin C should be avoided when breast-

feeding.

AS A GENERAL RULE, IT IS ALWAYS ADVISABLE TO CONSULT YOUR
DOCTOR OR PHARMACIST BEFORE TAKING ANY DRUG DURING
PREGNANCY OR WHEN BREAST-FEEDING.

© EFFECTS ONABILITY TO DRIVE AND OPERATE MACHINES
No effect on the ability to drive and use of machines have been
reported. However, patients should be aware of the fact that |

dizziness may occur atdoses exceeding 1gp gper day

® LIST OF EXCIPIENTS WHOSE PRESENCE MUST BE TAKEN
INTO ACCOUNT FOR RISK-FREE USE IN CERTAIN PATIENTS
Sodium, sucrose, sunset yellow (E110), maltodextrin.

© UNWANTED AND UNPLEASANT EFFECTS

AS WITH ALL DRUGS, THIS PRODUCT MAY, IN CERTAIN INDIVIDUALS,

BRING ABOUT EFFECTS OF GREATEROR LESSER SEVERITY.

The following may occur at doses exceeding 1g per day: o

- Gastrointestinal disorders (heartburn, diarrhea, abdominal
pain).

- Renal and urinary tract disorders (difficult urination or red
coloration of urine, hyperoxaluria, chromaturia).

- Nervoussystemdisorders (dizziness).

- Hemolysis (destruction of red cells) in G6PD deficient patients
(ared cell enzymeis missing).

- Skinand subcutaneous tissue disorders (urticaria, rash).

INFORM YOUR DOCTOR OR PHARMACIST OF ANY UNWANTED OR

UNPLEASANT EFFECT THAT MAY NOT BE REFERRED TO IN THIS

PACKAGE LEAFLET.

Inform your doctor or ph isti diately of undesirabl

effects occurred during the use of drug.

© OVERDOSE ANDTREATMENT

Gastrointestinal symptoms of overdose, such as diarrhea and
bloating, generally occur at dosages greater than 1g/day and are
self-limiting upon discontinuation. Current guidelines from
recognized authorities acknowledge that there is insufficient
scientific evidence base for defining a safe upper limit or Tolerable
Upper Intake Level, taking into account a dosage as high as 2
g/day. Individuals with disorders of iron metabolism (eg,
hemochromatosis, sideroblastic anemia, thalassemia), or
predisposition to urolith or renolith formation, may be at
increased risk for adverse events such as iron overload and
precipitation of uroliths or renoliths (see “Precautions for use®). If
overdosage of ascorbic acid is suspected, inform a doctor
immediately and symptomatic treatmentis advised.

° STORAGE

- DO NOT USE AFTER THE EXPIRY DATE SHOWN ON THE OUTER
PACKAGING.

Should not use the medicine 30 days after opening the cap.

- SPECIALPRECAUTIONS FORSTORAGE

Store below 30°C,inadry place.

Shelf-life: 24 months from manufacturing date.
Specification: In-house.

MANUFACTURER
UPSASAS
979,avenue des Pyrénées, 47520 Le Passage - FRANCE
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* THANTRONGKHISUDUNG

Do c6 tac dung kich thich nhe, khéng nén diing vitamin C
vao cudi ngay. Viéc dung cac loai thuc phdm khac nhau
thudng cho cothé cac nhu cdu vé vitamin.

Thudc nay c6 chira 283 mg Natri trong mét don vi liéu, do
dénhiing ngudi cé ché doan it mudi (an nhat) can chay.
Than trong khi diing thudc nay trén nhiing bénh nhan bi
r6i loan chuyén héa sat, bdm chét dé hinh thanh s6i than
hodc séi niéu va thiéu hut glucose-6-phosphate
dehydrogenase.

Khong dung nap véifructose, héi chiing kém hép thu véi
glucose va galactose, hoac thiéu hut sucrase-isomaltase
dosuco matcla sucrose.

Bénh nhan c¢6 héi chitng kém hap thu glucose-galactose
thi khéng nén st dung thubc nay vi né cé chifa
maltodextrin.

TRUONG HOP NGHI NGO, BUNG NGAN NGAI HOI Y KIEN
THAY THUGCHOAC DUQCSICUABAN.

* TUONG TAC VI CAC THUOC KHAC VA CAC DANG TUONG
TACKHAC

NHAM TRANHNHUNG TUONG TAC TIEM TANG CUA CACLOAI THUGC

KHAC NHAU, BAN LUON PHAI BAO CHO THAY THUGC HOAC DUQC ST

CUABANNEUBANG DUNG CAC THUGCKHAC. 14

Acid ascorbic c‘ééthé’ gay trd ngai cho viéc do néng d6 glucose

trong méu va nudetiéu va phan tich mau dn trong phén.

Deferoxamin: déng thdi liéu cao acid ascorbic véi

deferoxamin 1 chatchelat héa c6 thélam tang lugng sit trongmd

Ién dén miic gy déc va dan dén suy tim.

Chét dang acid hodc dang kiém: Dung liéu czo acid ascorbic 6

thé 1am giam baitiét thuéc dang acid trong nu6c tiéu va lam ting

baitiét thu6c dangkiém trong nudc tiéu.

Si':Acid ascorbic thic ddysuhdp thu sétédumgtleu héa.
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* PHUNU COTHAlVA CHO CON BU

Vitamin Cduoc chuyén tifmau cliame vao bao thai nh&cochévéan

chuyén tich cuc.

Vitamin C dugc bai tiét vao trong stfa me.

Khi mang thai, chi dugc duing thudc nay khi c6 y kién cta thay

thuéc.

Néu ban thay minh c6 thai trong khi dang diéu tri bang vitamin C,

can héi y kién cia thay thudc va chi cé thay thuéc méi quyét dinh

dugcbanco thétiép tuc diéu trihay khong.

Nén tranh duing vitamin C liéu cao khicho con bu.

THEO NGUYEN TACCHUNG, BAN LUON CAN HOI Y KIEN THAY THUGC

HOACDUOCST TRU& KHI DUNG MOT LOAI THUOC NAO KHI MANG

THAIHOACDANGNUOICONBU.

+ ANH HUGNG CUA THUGC DEN KHA NANG LAI XE VA VAN
HANHMAY MOC
Chuz c6 bao céo vé anh huéng ctia thudc 1én kha nang i xe va

| vanhanh may méc. Tuy nhién, bénh nhan can dugc canh béo rang

chéng mat c6 thé xay ranéuding qué 1g/ngay.

© DANH MUC CAC TA DUGCTRONG THUGC CAN CHU ¥ DE SU
DUNGTHUGCANTOAN GMOT S6 BENHNHAN
Natri, sucrose, sunset yellow (E110), maltodextrin.

o CACTACDUNGKHONGMONG MUON VA KHO CHIU

CONG NHU'VGI TAT CA CAC THUGC, THUGC NAY, O MOT SO NGUOT

COTHECO M@Iﬂd TACDUNG NANG HAY NHE.

Néu dung qué 1 g/ngay, nhiing diéu sau day c6 thé xay ra:

- Réiloan da day-ruét (o néng, tiéu chay, dau bung).

- RGiloan than va dudng tiét niéu (tiéu tién khé hoac nudc tiéu co
mau dd, tang oxalatniéu).

- Réiloan hé thankinh (chong mat).

- Tan huyét (v& héng cdu) & nhitng bénh nhan thiéu hut G6PD
(thiéu mét enzym trong hdng cu).

- Cacr6i loan & da va mé dudi da (mé day, phat ban).

DUNG NGAI HOI Y KIEN THAY THUGC HOAC DUOC ST CUA BAN VA

BAO CHO HO VE NHONG TAC DUNG KHONG MONG MUON HOAC

KHO CHIUCO THE CHUANOI TOI TRONG TOHUGNG DAN NAY.

Théngbao ngay cho bacsihodc dugc sinhing ticdung khong

mong mudn gap phai khi sitdung thudc.

* QUALIEUVA CACHXUTRI

Triéu ching qué liéu thudc da day - rut nhu tiéu chay va déy hoi
thuding xay ra véi liéu trén 1 g/ngay va tu khoi khi ngiing dung
thudc. Huéng dan tif cic co quan chuyén nganh hién nay cong
nhan, chua c6 dibing chiing khoa hoc délam can ciixac dinh gidi
han an toan caonl 4t hoac lugng t6i da dé sir dung an toan, dugc
tinh véi liéu cao ﬁﬁ 2 g/ngay Nhiing ngudi bi réi loan chuyén héa
sit (vi du, bénh nhiém sic t3 sat mé, thiéu mau nguyén bao sat,
thiéu mau Dia Trung Hai) hodc bdm chét dé hinh thanh séi than
hoic sdi niéu, c6 thé lam tang nguy co cac van dé bat Igi nhu qua
tai sit va bam chat dé soi than hodc séi niéu (xem “Than trong khi
st dung”). Néu nghi ngd qué liéu acid ascorbic, Iap tic thong bao
cho béacsivanéndiéutritriéu ching.

° BAOQUAN

-KHONG DUNG QUA HAN GHITREN \%e) HOPTHUOC
Khéng nén dung thudc sau khi ménap 30 ngay.
-CHUYBAO QUANDACBIET

Béo quan dudi 30°C, 8naikhd réo.

Thoihan sirdung ciiathudc: 24 thang kétirngay san xuat.
Tiéu chudn chatlugng: TCCS.
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