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Pantoprazol 40mg

~

Manufactured by:
KHAPHARCO PHARM. CO.

Céng Thuc:

Pantoprazol pellets 15% W/W ......................266,6 7 mg
(tuong Ung véi pantoprazol 40 mg)

receneenn. 1 V@GN NANG CUNG

Téc dung khéng mong mudn va céc thong tin khac: Xem td
huéngdansd dung.

Béo quan: Bao quan duéi 30 °C, ndi khd mat, tranh dnh sang.
Tiéuchudn: TCCS

DE XATAM TAY TRE EN
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

San xudl tai:

CONG TY CP DUQC PHAM KHANH HOA

Buéing 2/4, P.Vinh Hoa, T.P Nha Trang, Tinh Khanh Hoa

WHO GMP

10 blisteres x 10 capsules

RX - PRESCRIPTION DRUG

PANTOPRAZOL PN

Pantoprazol 40mg

—

Manufactured by:
KHAPHARCO PHARM. CO.

Composition:
Pantoprazol ............. cersneneeences 30 MG

Indications, Dosage - Administration, Contra - Indications,

Excipient ................q.S...........for one capsule i
Precautions, Adverse effects: Please see enclosed leaflet |
Storage: Below 30°C, in a cool and dry place, protect from light. |
Specifications: Manufacturer |

KEEP OUT OF REACH OF CHILDREN |
READ CAREFULLY INSTRUCTIONS BEFORE USE

Manufactured by:
Khanh Hoa pharmaceutical joint stock company
2/4 Street, Vinh Hoa Ward, Nha Trang City, Khanh Hoa Province

Pantoprazol 40mg

NSX/Mfg.date

54 16 sx/Batch.No:

HD/Exp date
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| PANTOPRAZOL

Lién nang ciirng
THANH PHAN: . 1 vién nang cing
Pantoprazol peliets 15% W/W. 266,67 mg
(uong Ung vdi pantoprazol 40 mg)
Té duge gém: , S . Sodium Carb , D ydragen ortho phosphate, Hydroxy propyl methyl celluloss,
Methacrylic acid copol Dieth Titanium dioxide, Tale c6 trong thanh phén Pantoprazol pellets)

DANG TRINH BAY: Hpp 10 vix 10 vign nang ciing
CHUY: -B0C KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
- NEUGAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST.
-THUGG NAY CHIDUNG THEODON CUA THAY THUGC.
DUGC LUC HOC:
- Pantoprazol 1a mét thude e ché bom proton, Thubc véo céc 6ng ti&t acid cla 18 bao thénh dg day o€ duge chuyén thanh chat
sulfenamid dang co hoattinh, dang nay lién két khdngthu&n nghich véi enzym H+/K+~- ATPase (bam praton) e6 trén bé mat € bao
thanhda day, gy Uc ché enzym nay, vl vdy Pantoprazol cé tdc dung Uc ché da day tift acid co ban va ca khi da day b| kich thich do
bt kj tdc nhan kich thich ndo.
- - Théli gian de ché baitiét clia acid dich vj kéo daihon 24 git, mac dis nila 81 tha i trir ciia Pantoprazol ngén hon nhiéu (0,7 -1,8 git))
DUQC BONG HOC:
- Pantoprazol hip thu t8t, det néng dé cao nhét frong méu sau khi uéing khodng 2- 2,5 gid, it bj chuy€n héa budc d&u & gan, sinh khd
I dung dudng udngkhodng 77%.
- Khodng 88% pantoprazol gén két vél protein huy#t tugng, thé tich phén b & ngusiidn 1a 0,17 livkg.
- Thuic dugc chuyén hod chl y€u & gan nhd hé enzym cytochrom P450, isoenzym CYP2C18 dé chuyén thanh
desmethylpantoprazol, métlugng nhd cling duge chuyén hod b3 CYP3A4, CYP2DE, CYP2CSH.
- O m6t s& ngudi thigu hyt hé théng enzym CYP2C18 do ditruyén lam cham chuyén hoa pantoprazol, dén dén néng 86 thutic trong
huy#t tudng cé thé tang cao.
- Thaigian ban tha| cia Pantoprazol 14 0,7 - 1,8 givy, kéo dii & ngudsi suy gan, xd gan (3-6 gié hosic ngudi chuyén héa thubic chamdo
ditruyén (3.5-10 gl&).
- Céc chét chuyén hod dugc dao thai chi y&u qua nudctidu (khodng 80%), 18% qua mét va phan,
CHI BINH:
- Tréo ngugc da day - thyc quin; - Loét da day, té trang
- Dy phang loét da day, 14 trdng do ding thuSic chéing viém khiing steroid.
- Céc tinh trang t&ng tiét acid bénh Iy nhu hii ching Zollingar-Ellison.
] LIEU DUNG: - Thuéc bin theo don, diing thea chl dinh cila théy thusc. .
-Ding mdingay 1 1&n vao bui séng, trudc hodic sau bla &n déu duge. Thuc khéng acid o6 thé ufng déngthdivéithudc nay.
- Uéng nguy#n vién vdi nudc, khting dugc nhai.
- Diéu tr| bénh trao ngugc da day, thuc quan: USng mBi ngay/i&n 20-40mg vio mdi bubi sang trong 4 tun, o6 thé kéo dal &n 8 tusn
néu cAnthiét. O nhing nguéi cé vt loét thye qudn khang lién sau 8 tuéin didu tr, cé thé kéo dai dotdidutr|téi 16 tudn. Diutri duy trl:
20-40mg mb|ngay.
- Biéu trf loét da day lanh tinh: uSng mBi ngay mt 1en 40mg, trang 4 - B tufin,
- Loét té trang: uling mdi ngay mét i&n 40mg, trong 2 - 4 win.
- BE tigt trir Helicobacter pylori, cén phéi hop Pantoprazol vdi 2 khang sinh trong ché 8¢ diéu 1rj ding 3 thuse trong 1 tuin:
pantaprazol 40mg, ngay 2 lén + clarithromycin 500mg, ngay 2 in +amaxicilin 1g, ngay 2 In hoic metronidazol 400mg, ngay 2 i&n.
- Diéu tr| dy phéng loét duding tigu héa do thulic chiing vién khéng steroid: using ngay 1 1&n 20mg.
Bidu tritinh trang tang tiét acid bénh Iy trong héi chiing Zollinger-Ellison: uéing i bit ddu B0mg ngay/i4n, sau d6 diéu chinh theo
dép dng clia ngudi bénh. Cé thé tang liéu d&n 240mg/ngay. N&u lidu hang ngay Ién han 80mg thichia lAm 2 I&n/ngay
CHONG CHI BINH: - Qua mén vél bst et thanh phén ndo cla thubc.
THAN TRQNG:
- Trude khi diing pantoprazol cling nhu céc thufic khac e ch bom proton cho ngudi loét da day, phii logi tris kha n&ng ung thu da
déy vithu&iccé thé che IAp trigu chitng holic lam cham chén dodn ung thu.
- C&n than trong & nguadi bibénh gan. NEng 89 huy&t thanh clia thudic cé thé tang nhe vé gidm nhe dao thal, nhung khéng cén difu
chinh liéu. Tranh diing khi bj xa gan, hodic suy gan n&ng. Néu dung, phai gidm iéu hode cho céch 1 ngay 1 I&n. Phil theo ddi chie
néng gan déu dan,
- Dung than trgng & ngudi suy théin, ngudi cao twéi.
sU DUNG CHO PHU NJ CO THAI VA CHO CON BU:
= Thi ki mang thal: chua c¢é nhiing ng déy dl khiding p cho ngudi mang thai nén chiding khicén thigt,
- Thfi ki cho con bi: Thubc cé thE tiét vao siia me nén cén cAn nhic nging cho con bi hay ngiing thudc, tuy theo Igi ich cia
Pantoprazol vdl ngudi ma.
TACDYNG CUATHUGC KHI LAIXE VA VAN HANH MAY MOC:
O liéu diéutrithuc khbng Anh hudng 48n khi nang 14 xe vé vén hiinh may méc.
TAC DUNG KHONG MONG MUBN:
- Thuding gap, ADR > 1/100:
+Todn than: mét, chdng mét, daudéu; + Da: ban da, may day; + Co khdp: dau co, dau khap.
+Ti&u hod: khd migng, buén ndn, nén, ddy hol, daubung, taobin, la chay; 4
-ltgap, 1/1000 <ADR < 1/100:
+Toan th&n: suy nhuge, chodng vang, chéng mat, m&t ngl; + Da: ngla; + Gan: ting enzym gan.
-Higém gép, ADR < 1/1000:
+To#n than: todt mé hi, phi ngoal bién, tinhtrang khé chju, phin vé.
+Da:bandéatsén, tring c4, rungtéc, viem da trée vdy, phi mach, hiing ban da dang.
+Tituhod: vidm midng, d hol, réiloan tigu hod; + M&t: nhin mé, chitng s¢ 4nh séng.
+Thén kinh: m#t ngl, ngl ga, tinhtrang kich dng hodic e ché, ital, run, nhédm I&n, do gisc, djcdm.
+Méu: tang bach cdu ua acid, m&t bach cdu hat, gidm bach cu, gidm tidu clu.
+Npitigt: I8t dudng, bt lyc d nam gidi; + Tigt nidu: ddimdu, vidm than ke,

+Gan: viem gan, ving da, b&nh ndo & nguil suy gan, 1&ng triglycerid; + Réiloan ion: gidm natrimau,

TUONG TAC THUSC:

- Méc dit pantoprazol bj chuyén hod qua hé enzym cytochrom P450 & gan, nhung khng gdy Uc ch& hodic c&m ing hoat tinh hé
enzym nay. Khdng thfy cé sy tuangtac cé § nghla lm séng néo dang chi § vé tuong tc gilta pantoprazol vé céc thulic dingthéng
thuding nhu di phenytoin, nifedipin, theephylin, digoxin, warafin hodc thusic trdnh thai duéing uéng.

- Glting nhu céc thufic Uc ché bom proton khéc, pantoprazol ¢ thé lam gidm h&p thu mét s& thusic mé sy hp thu cla ching phy
thude vao pH da day nhu ketoconazol, firaconazol. Bau cd niing va dau xudng cé thé xdy ra khi ding methotrexat cling vdi

pantoprazol,

Luuy: Théng béo cho béc s nhiing téc dyng khéng meng muén gép phéikhi sidyng thude.

QUA LIEUVAXUTRI:

- Triéu ching: Nhip tim hai nhanh, gi&n mach, ngl ga, I0 n, dau d&u, nhin md, dau byng, bubn ndn va ndn.

- Xrtrl: + Riia da day, ding than hoat, didu trjtriéu ching vé hd trg. W
+Theo dbl hoat djng cla tim, huyét 4p. Néu nén kéo dal, phditheo dbitinh trang nudc vé dign gidi. ﬂ
+Dopantoprazel g&n manh vao protein huy&t tudng, p phéip thém tdch khiing logi duge thufic.,

BADQUAN -HANDUNG:

Bioqudn:  Dudi30°C, noi khd mat, trdnh dnh sdng.
BE THUGC XA TAMTAY TRE EM.

Handlng: 36 thdng k& 10 ngdy sdn xuAt,

Tiduchufin: TCCS
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