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Nhan hép

THANH PHAN - M&i ko chin Omeprazal natri

twong duong wii Omeprazol 40 mg
YME OM40  E:5%

Acid citric monchydrat 5 mg; Macrogol (400] 4 g

Mudic oft pha tiém vira & 10 ml

CHI BINH, CHONG CHI BINH, LIEU DUNG,

CACH DUNG - Xem ¥ hutng diin s dyng.

BAD QUAN - Not kha, mét (dust 30°C). Tréinh éinh séng.

GONG TY CO PHAN PYMEPHARCO TIEU GHUAN - TCCS.
166-170 Nguyén Hué, Tuy Hoa, BE XA TAM TAY TRE EM
Phd Yén, Viét Nam BOC KY HUONG DAN S0 DUNG TRUOC KHI DUNG

PYME OM40

40 mg Omeprazole
Lyophilized powder for injection I V

For intravenous injection only

One vial with solvent ampoule

7/ /4

COMPOSITION - Eoch vial conigins Omeprazole sodium

aquivalent 1o Omeprazole 40 mg
YME OM40 = -oio

Citric ocid monohydrale Smg;  Mocrogol (400) 49

Water for injection ks 10 ml

INDICATIONS, CONTRAINDICATIONS, DOSAGE
ADMINISTRATION - Reod the leaflet inside
9 7

STORAGE - In o dry, cool ploce (below 30°C). Protect from light
SPECIFICATION - In-house

KEEF OUT OF REACH OF CHILDREN
HEAD THE LEAFLET CAREFULLY BEFORE USING

36014%58603

PYME OM40

40 mg Omeprazol

Bt déng khs pha tigm finh mach
Hép 1 lo + 1 8ng dung méi T-M-
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% 3 PYME OM40
3 40 mg Omeprazol
§ Bot déng khé pha tiém T.M.
>
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Lyophilized powder for injection I.V. |

Nhéan 6ng dung méi
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Dung mdi pha tiém

% PYME OM40

Citric acid monohydrate 5mg
Macrogol (400) 4g
Nudc cét pha tiém v.d. 10ml

CONG TY CO PHAN PYMEPHARCO
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Rx
HUGNG DAN SU DUNG THUOC

Thudc bdn theo ddn. Néu can thém théng tin, xin hdi y kién bdc sT.
Boc ki hudng ddn st dyng trude khi ding. D€ xa tim tay cda tré em.

PYME OM40
(Omeprazol 40 mg)
THANH PHAN:
M@i lg bt déng khé chua:
Omeprazol natri tuong dudng
Omeprazol 40 mg

Té dugc: natri hydroxid.

M@i 6ng dung méi 10 ml chua:

Macrogol (400) 49q

Acid citric monohydrat 5 mg

Nudc c4t pha tigm v.d 10 ml

DUGC LYC HQC

Omeprazol (ic ché sy bai tiét acid da day do dc ché ¢6 héi phuc hé enzym H+, K+ ATPase (bom proton) & t& bao vién clia da day. Nhd co
ché téc dong dc ché giai doan cudi cling ciia sy tao thanh acid nén omeprazol c ché hdu hiéu ca sy tiét dich co ban In kich thich bat ké
tdc nhdn gdy kich thich sy tao thanh acid.

Omeprazol khong cd tdc dung I1&n thy thé acetylcholin hay thy thé histamin, Omeprazol khdi phat téc dung nhanh va dat dugc sy kiém soat
cd thé h6i phyc 18n sy bai tit acid da day véi liu duy nhat.

DUGC BONG HOC

Phén bo’ Thuc gdn két véi protein huygt tuong khodng 97%, thé tich phan bd 12 0,3 Likg.

Chuyén hod: Omeprazol dugc chuyén héa hodn todn qua hé thdng cytochrom Paso. Phdn chinh clia qué trinh chuyén héa omeprazol phy
thudc vao men CYP2C19 da hinh thdi, tao thanh hydroxyomeprazol, cht chuyén hod chinh trong huy8t tuong. Phdn con lai clia qud trinh
chuy&n hod phy thudc vio men déng dang dic hidu khic, CYP3A4, tao thanh omeprazol sulfon. Do omeprazol cd &i lyc cao vdi CYP2C19
nén c6 khd ning (c ché canh tranh va tuong téc chuyén héa véi cdc thudc 1a co chat clia CYP2C19. Tuy nhién, do & lyc thdp véi CYP3A4
nén omeprazol khong c6 kha niing dc ché chuyén héa véi cdc thudc 1A cd chdt clia men nay.

Khodng 3% ngudi da tring va 15 — 20% ngubi chdu A thigu men chic ning CYP2C19 dugc goi 1a nhém ngudi chuyén héa kém. O cac c4
nhan ndy, sy chuyén héa omeprazol dugc xdc tac chil yé&u bdi men CYP3A4. Sau khi dung liéu 13p lai omeprazol 20 mg/Ain/ngdy, nng do
va thoi gian ti€p xtc (AUC) trung binh cao hon 5 - 10 I4n so véi nhém ngudi ¢6 men chic ndng CYP2C19. Néng d§ dinh trung binh trong
huyét tuong cling tang khodng 3 — 5 I4n. Nhing ghi nhdn nay khéng dnh hudng dén liu ding omeprazol.

Khi dung li€u I3p lai, AUC clia omeprazol tAng do sif gidm d6 thanh thai ton than, cé 18 do sy Uc ch& men CYP2C19 bdi omeprazol va/hodc
cdc chdt chuyén hoa clia thudc. Cac chat chuyén héa clia omeprazol khong nh hubing dén sy tiét acid da day.

Théi trd: Téng do thanh thai huyst tuong khodng 30 — 40 L/gis sau khi ding liéu don. Théi gian ban thdi trong huyét tuong thubing dudi
1 gits cd khi dung liéu don hay liéu Ip lai 1 1dn/ngay. Omeprazol dugc thai trir hoan toan khdi huyét tuong gida cdc liéu dung. Khodng 80%
liu ubng omeprazol dugc bai tiét qua nudc tiéu dudi dang cc chat chuyén hod, phdn con lai qua phan, chi yu c6 ngudn gbc tir sy bai tiét
mat.

Cédc nhém bénh nhdn dic biét

Bénh nhan suy gan: Sy chuyén héa clia omeprazol gidm & bé&nh nhdn r6i loan chdc ning gan, din dén tdng AUC. Omeprazol khéng c6
khuynh hudng tich Ity khi ding 1 14n/ngay.

Bénh nhan suy thdn: Dugc dong hoc clia omeprazol khong thay d6i & bénh nhn ¢6 chilc ning than suy gidm.

Ngudi Idn tuéi: Sy chuyén héa clia omeprazol ¢6 phin suy gidm & nhiing bénh nhan ndy (75- 79 tudi),

CHI DINH

Pyme OM40 dugc chi dinh thay thé diéu trj bing duding uding trong nhiing truding hyp:

- Loét da day - td trang.
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- Phong nglia loét da day - td trang tdi phat.

- K&t hgp véi khdng sinh thich hgp trong diéu trj Helicobacter pylori gdy loét da day - ta trang.

- Difu trj loét da day - ta trang do st dyung NSAID.

- Dy phong loét da day - ta trang do sif dung NSAID & b&nh nhan c6 nguy ca.

- Diéu trj trdo nguoc thyc quan.

- Kiém soét |au dai & bénh nhan viém thyc quin trio ngugc.

- DiBu trj triéu chitng bénh trdo nguge da day - thyc quan.

- Hdi chiing Zollinger - Ellison.

LIEU DUNG VA CACH SU DUNG

Ngudi Idn:

Pyme OMA40 dugc chi dinh trong trubng hgp diéu trj thuSc bdng duding ubng khéng thich hgp. Liéu théng thudng tiém tinh mach I3
40 mg/dn/ngay. Liéu khéi ddu trong diéu trj bénh nhan méc hdi ching Zollinger — Ellison 13 60 mg/dn/ngdy. C6 thé difu chinh lifu theo
tiing bénh nhén. Nén chia thanh 2 |1&n m8i ngay khi liéu diing vugt qus 60 mag.

Pyme OM40 chi ding tiém tinh mach. Dung dich tim tinh mach sau khi pha nén tiém ch4m trong khodng thdi gian t6i thiéu 12 2,5 phat
vdi toe d t6i da 1a 4 mi/phit,

Hudng ddn pha thuéc:

1. Diing bom tiém rat 10 ml dung méi tif 6ng chifa dung mobi,

2. Bom chdm khodng 5 ml dung méi vao lp chia bot déng khé omeprazol.

3. Diing bom tiém rit khdng khi trong lg ra nhidu nhat c6 thé. Diéu ndy gidp viéc bom phdn dung mbi con lai vao lp dugc d& dang hon.

4. Bom phdn dung méi cdn lai vao lp bot. Phdi ddm bdo da bom hét phdn dung méi trong bam tiém vio lg.

5. Xoay va I4c lo thuSc d€ hod tan hodn todn bt dong khé omeprazol vio dung méi.

6. Dung dich tiém tinh mach sau khi pha dugc gilt dudi 25°C va phai diing trong vong 4 gidy sau khi pha.

Bénh nhan suy than va ngudi Idn tudi: Khong cin diéu chinh liu & ngudi I6n tubi va bénh nhan suy chdc nang than.

Bgnh nhan suy gan: O bénh nhan suy chic ning gan, lidu thich hgp duge khuy&n cdo 1a 10 -20 mg/ngay.

Tré em: Kinh nghiém diéu trj & tré em cdn han ché.

CHONG CHI DINH

- Qud mn v6i omeprazol, ddn xu&t benzimidazol hodc bt cd thinh phin ndo clia thudc.

- Khong ph6i hgp véi nelfinavir.

THAN TRONG

- Khi nghi ngd loét da day, cdn loai trif khd niing 4c tinh vi diéu trj ¢6 thé 1am gidm trigu ching va 1am chim viéc chdn do4n.

- Nguy co nhiém khufn tiéu héa, dic biét do Clostridium difficile gdy tiéu chdy, Salmonella vd Campylobacter.

- Diéu tri vi liéu cao, kéo dai (> 1 nam) c6 thé ting nguy co gy xuong héng, xuong cf tay va xuong cit s6ng, chil y&u & ngudi I6n tudi
hodic & ngudi c6 nhilng y&u t& nguy cd khac.

- Nguy co viém than ké cdp tinh.

- Omeprazol, ciing nhu cdc thudc khdng acid khdc c6 thé 1am gidm sy hap thu vitamin By do gidm hodc thiéu acid dich vi. C4n than trong
& b&nh nhan thigu vitamin By, hoZc gidm ha&p thu vitamin By, do cdc y&u t& nguy co khdc khi didu trj kéo dai.

- Ha magnesi huy8t ning c6 thé xdy ra & bénh nhan sif dyng céc thudc dc ch€ bom proton nhu omeprazol trong khodng 3 thing dén
1 ném. C4c bi€u hign nghiém trong clia viéc ha magnesi huy8t nhu: mét méi, co ciing, mé sang, co giat, chdng mat, r6i loan nhip thét.
Tinh trang ha magnesi huyét c6 thé dugc cdi thign bing cach b6 sung magnesi hodc ngung ding thudc. V6i nhing bénh nhan phai diéu tri
kéo dai hogc sif dung omeprazol két hgp digoxin hodc ket hop véi cdc thudc 1am ha magnesi huyét (nhu thudc li ti€u..), cdn kifm tra néng
d6 magnesi trudc khi bdt ddu va trong qud trinh diéu trj.

PHY NU €O THAI VA CHO CON BU

Phy nif cd thai

Nghi&n ctiu dich t& hoc cho thdy omeprazol khng gdy dnh hudng dén thai hodc tré so sinh. C6 thé st dyng & phu ni cé thai,

Phy nit cho con bi

Thudc di qua sia me nhung khéng &nh hudng dén tré khi st dyng & liéu diu trj.

TAC BONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MGC

Khong &nh huing dén khd ndng Idi xe va van hanh mdy méc. Tuy nhién, khéng nén I4i xe va van hanh mdy méc khi xdy ra céc tic dung
khéng mong mubn nhu chdng mat va r6i loan tdm nhin,
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TUONG TAC THUGC

Anh hudng ciia omeprazol trén dugc dgng hoe thudt khac

Vdi cdc thudt cd sy hdp thu phu thudc pH

- Nelfinavir va atazanavir: Omeprazol 1am gidm ndng d§ clia nelfinavir va atazanavir trong huy8t tugng. Chéng chi dinh phéi hgp omeprazol
Vi nelfinavir.

- Digoxin: Dung ph6i hgp omeprazol (20 mg/ngdy) va digoxin & ngudi khde manh 1am ting sinh khd dung clia digoxin khodng 10%. C4n
theo di dgc tinh cla digoxin khi ding phdi hgp véi omeprazol.

- Clopidogrel: Nghién cdu trén ngudi khde manh cho thdy cd sy tudng tdc duge lyc hoc va duge dng hoe gida clopidogrel (liu nap 300 mg
/ liéu duy tri hang ngdy 75 mg) v6i omeprazol (80 mg liéu uSng hang ngdy), din dén gidm néng d6 va thai gian ti€p xic véi chat chuyén
héa cé hoat tinh clia clopidogrel trung binh khodng 46% v& gidm sy dc ché t6i da két tap tifu cdu (gdy ra bdi ADP) trung binh khodng
16%.

- Cdc thubc khdc: Omeprazol lam gidm dang k& sy hdp thu posaconazol, erlotinib, ketoconazol va itraconazol, do d6 lAm gidm hiéu qud 1Am
sang clia cdc thuc trén, Né&n tranh phdi hgp déng thdi omeprazol véi posaconazol va erlotinib.

Cdc thudc chuyén hda qua CYP2C19

Omeprazol tc ch& CYP2C19, men chinh chuyén héa omeprazol. Do vdy, sy chuyfn héa clia cdc thudc duge chuy&n héa qua CYP2C19 nhu
warfarin, cdc thudc khdng vitamin K khdc, cilostazol, diazepam va phenytoin gidm va néng dé cdc thudc nay trong huy8t tuong c6 thé ting
khi dung ph6i hop vdi omeprazol.

- Warfarin: Ph6i hgp omeprazol va warfarin c6 thé 1am ting INR va thai gian prothrombin.

- Cilostazol: Trong m@t nghién ciu chéo, omeprazol sif dyng lidu 40 mg trén ngudi khde manh 1dm tang Cnex VA AUC clia cilostazol tudng
ing 18% va 26%, tAng Cme VA AUC clia chét chuyén héa ¢6 hoat tinh clia cilostazol tudng (ing 29% va 69%.

- Phenytoin: Cé&n theo ddi nfng do phenytoin trong huy8t tuong subt 2 tudn du st dyng thuSc. N&u cdn diéu chinh liéu, nén tiép tuc theo
d6i va diéu chinh liéu phi hgp d&n khi két thic diéu tri.

Cd ché chua ré

- Saquinavir: Omeprazol 1am ting ndng d§ saquinavir trong huyét tuong Ién khodng 70% khi diing ph6i hgp & bénh nhén nhidm HIV c6 kha
nang dung nap t6t.

- Tacrolimus: Omeprazol c6 thé 1am tAng néng dg clia tacrolimus trong huy8t thanh.

- Methotrexat: Omeprazol c thé 1am tang néng do clia methotrexat trong huy&t thanh.

Anh hudng cia cdc thude khdc trén duge dong hoc cia omeprazol

Cdc thudt vc ché CYP2C19 va / hodc CYP3A4

Cdc thudc dc ch& CYP2C19 hodc CYP3A4 (nhu clarithromycin vA voriconazol) c6 thé 1am ting nfng d6 omeprazol trong huyét thanh,
Voriconazol 1am tang hon 2 1dn néng d§ va thdi gian ti€p xGc clia omeprazol. Khi liéu cao omeprazol da dugc dung nap t6t, viéc diéu chinh
liéu 12 khong cdn thiét. Tuy nhién, cdn xem xét diéu chinh liu & bénh nhan suy gan ning hodc phai diéu tri dai han.

Cdc thudc cdm ung CYP2C19 va / hodc CYP3A4

Cdc thudc cdm (ng CYP2C19 hojc CYP3A4 hoiic c hai men trén cd thé 1am gidm néng do omeprazol trong huyét thanh.

TAC DUNG KHONG MONG MUON

Tén sudt xut hign cdc téc dung khong mong mudn duge quy dinh nhy sau: R4t thudng gdp (= 1/10), thubng gdp (= 1/100 va < 1/10), it
gdp (= 1/1000 va < 1/100), hi€m gép (= 1/10000 va < 1/1000), rdt hiém gdp (< 1/10000), tAn suat chua r& (khong thé tinh tir d lidu c6
sdn).

Rdi loan mdu va hé bach huyét

Hiém gdp: Giam tiéu cdu, gidm bach c4u.

Rat hiém gdp: Gidm bach cdu, gidm todn thé huyét cdu.

RdT loan hé théng mién djch

Hiém ggp: Phan (ing qud m&n nhu s6t, phil mach, phan (ng phan vé / sbc.

Rdi logn chuyén héa va dinh dudng

Hiém g4p: Ha natri huyét.

Tén sudt chua ré: Ha magnesi huyét, ha magnesi huyét ning dn dén ha calci huyt va ha kali huyét.

Rdi logn tdm than

it gdp: Mt ngd.

Hiém gdp: Kich dong, 10 1n, trdm cim.

R4t hiém gdp: Gay han, 4o gidc.
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Rdi loan hé than kinh

Thudng gdp: Nhiic diu.

it gép: Chéng mit, dj cdm, bubn ng.

Hiém gdp: R6i loan vj gidc.

R4 loan mét

Hiém gdp: Nhin mé.

Rdi logn tai va mé dao

it gap: Chéng mat,

Rdi logn hé hap, nguc va trung that

Hiém gdp: Co thét phé& quan.

Rdi loan tiéu héa

Thudng gdp: Pau bung, tdo bén, tigu chdy, ddy hoi, budn nén, nén.

Hiém gdp: Khé miéng, viém miéng, nhiém Candida dubng tiéu hoa.

Tén sudt chua rd: Viém dai trang vi thé,

Rd7 logn gan méat

it gdp: Ting men gan.

Hiém gdp: Viém gan c6 hodc khdng ¢6 vang da.

R4t hiém gdp: Suy gan, bénh ndo & bénh nhdn di mic bénh gan tif trudc.
Rdi logn da va mé dudi da

it gap: Viem da, ngifa, n6i mdn, mé day.

Hiém gdp: Ryng téc, nhay cAm véi 4nh sdng.

Rét hiém gdp: Héng ban da dang, hdi ching Stevens — Johnson, hoai tif thugng bi nhiém dgc (TEN).

R&7 loan co xudng va md lién két

It gdp: Gay xuong héng, xuong cf tay va cot song.

Hiém gdp: Pau khdp, dau co.

R4t hiém gdp: Yéu co.

Rdi loan thén va tiét nigu

Hiém gdp: Viém than k&.

R4l loan hé sinh sdn va tuyén vi

Rat hiém gdp: Nt hda tuy&n va.

Céc rdi loan khdc

it ggp: Mét mdi, phit ngoai bién.

Hiém gdp: Tang ti&t mé hoi.

Théng bdo cho thdy thubc téc dung khéng mong mudn giip phdi khi st dung thudc.

TUONG KY

Dé c6 dung dich tidm tinh mach, phi pha bot omeprazol vi dung moi kém theo. Khéng dugc diing dung méi khac.

Khéng dugc trdn, hodic pha dung dich omeprazol dé tiém tinh mach vdi cc dung dich tiém truyén tinh mach khic.

QUA LIEU VA XU TRI

Chua c6 théng tin ddy dii v& nhiing anh hubing khi diéu trj qué liéu. Céc tridu ching qud liéu ducc ghr phidn bao gbm: budn nén, nén, chdng
mét, dau bung, tiéu chdy, nhic ddu, lanh dam, trdm cam, Id &n, =
Liéu tiém tinh mach 270 mg/ngay va liéu tiém tinh mach 650 mg trong 3 ngay vén dug A ¢
Khi diing thubc qué lidu, chi diéu trj trigu chdng, chua cé thudc diéu trj dic hiéu.

HAN DUNG: 36 thang ké tir ngay san xut.
BAD QUAN: Noi khd, mét (dui 30°C). Trénh 4nh séng.
TIEU cuuiu __ TOCS.
TRINH BAY: “Hop 1 Ip kém 1 Gng dung méi 10 ml.
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