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B Prescription Drug 2mL X 10Amps_
Drugs for Peptic Ulcer & Gastro-Oesophageal Reflux Disease(GORD) ForIM.orlV.

EMODUM &

(Ranitidine 50mg/2mlL)

m EMODUM &) =

[Composition] Each ampoule (2mL) contains: [Doasage form] Solution for injection VisaNo.
Ranitidine hydrechloride................................. 56mg [Quality specification] Manufacturer's standard Lot N

(E.q. to 50mg Ranitidine) [Storage] in hermetic containers, protected from light, below 30°C M‘; 8-
[Indications, Dosage & Administration, Contraindications KEEP OUT OF REACH OF CHILDREN g. Date :
and Others information] Please see the insert paper. READ INSERT PAPER CAREFULLY BEFORE USE Exp. Date

B Thuéc ké don 2mL X 100ng
Drugs for Peptic Ulcer & Gastro-Oesophageal Refux Disease(GORD) Tiém bap hogc Tiém tinh mach

EMODUM =

(Ranitidine 50mg/2mlL)

[Thanh Phan] M&i éng (2mL) chira: [Dang bao ché] Dung dich tiém

[Tiéu chudn chét Iwong] TCCS p i
e el [Bao quan] trong bad bi kin, iranh 4nh séng, & nhiét a6 duti 30°C.  SO16 SX :
[Chi dinh, Liéu lwong & Céch ding, Chéng chi dinh D XA TAM TAY TRE EM NSX
va Cac théng tin khac] Xin doc 1o huréng dan st dung BOC KY HUONG DAN SU DUNG TRUJC KHI DUNG HD
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Tiém bap hodc Tiém tinh mach

EMODUMInj.

(Ranitidine 50mg/2mL)
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MYUNG-IN Pharm. Co., Ltd. KOREA
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R, Thudc nay chi dung theo don thubc

EMODUM INJ.

(56mg ranitidin HCI twong dwong 50mg ranitidin)

“Pé thuéc trinh xa tam tay tré em
Doc kj hwéng din siv dung truée khi ding”

Thanh phin céng thirc ciia thude: Mbi éng (2ml) chira:
Thanh phdn hoat chat:

Bt HC L s cnstanseimmsinmis 56 mg (Tuong duong 50mg ranitidin)
Thanh phan td dwoc: Phenol, kali dihydrogen phosphat, dibasic natri phosphat, nudc cit pha
tiém.

Dang bao ché: Dung dich tiém.
M5 ta : Dung dich tiém khong mau chira trong 6ng thily tinh mau néu.
Chi dinh:
- Loét ta trang, loét da day lanh tinh, loét sau phau thuét, viém thuc quan do hdi luu.
- Hoi ching Zollinger-Ellison.
- Céac chirmg bénh can giam sy tiét dich vi va axit tiét ra nhu sau: du phong xuét huyét da day tur

su loét do bi stress & bénh nhan bénh ning, du phong xuat huyét tai phat & nhirng bénh nhén c6

loét xudt huyét da day va trude khi gy mé toan than & bénh nhan duge xem nhu ¢6 nguy co hit

axit trong hdi chimg hoi luu, dic biét bénh nhén san vao lac sinh né (hdi chimg mendelson).
- Bénh nhan ghép than.
Cich dung va liéu diing
Nguwoi Ion va tré em trén 12 tuoi: Tiém tinh mach cham lidu 50mg (trong it nhit 2 phut) sau khi L
pha loing trong mét thé tich 20mL cho 50mg, 1ap lai v&i khoang cach 6-8 gid; hodc tiém truyén r 3
tinh mach khong lién tuc vai toe do 25mg/gid trong 2 gio; co thé lap lai tiém truyén cach khoang "'5"3'.,
6-8 gid; hodc tiém bép liéu 50mg (2mL) mdi 6-8 gid. &
Trong dy phong xuat huyét boi loét do stress & bénh nhan mic bénh trim trong hay du phong
xudt huyét tai phat & bénh nhan chay mau tir su loét da day, c6 thé tiép tuc tiém thudc cho dén B
khi bét ddu cho #n bang dudng miéng.
Céc bénh nhén duoc xem nhu con trong nguy co phat trién hit axit trong hoi chimg hdi Iuu, c¢6
thé tiém liéu 50mg qua dudng tiém bap hay tiém tinh mach chdm 45-60 phut truéc khi gy mé
toan than.
Tré em dwdi 12 tudi: Viée sir dung thude tiém ranitidin & tré em chua dugc khao sat.
Bénh nhén suy thin ngng (36 thanh thai creatinin < 20 ml/phut) liéu giam di mét nira.

Thuéc chi ditng khi c6 sw ké don ciia Bdc si.

Chong chi dinh:
Tién sir qua man véi ranitidin.

Réi loan chuyén héa porphyrin.

Canh bio va thin trong khi ding thudc

Viéc diéu tri v6i chat d6i khang H, histamin c6 thé che gidu cac tridu ching di kém vé6i ung thu
biéu md da day va do d6 ¢6 thé tri hodn chuin doan bénh nay. Do d6 khi nghi ngo bi loét da day
nén loai trir kha ning 4c tinh trudce khi bit dau diéu tri ranitidin.
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Ranitidin duoc dao thai qua than va khi bi suy than trdm trong, néng do ranitidin trong huyét
tuong ting. Vi vy, ¢ nhing bénh nhén suy than nén dung liéu 25mg.

Ngudi bénh suy gan nang, ngudi bénh rdi loan chuyén hoa porphyrin cép, ¢6 nguy co ting tic
dung khong mong mubn va nguy co qua liéu.

Co6 bao cao cho ré,ng viéc sur dung cao hon lidu khuyén céo cac thudc tiém tinh mach thudc
khang histamin H, c6 thé gdy ting men gan khi diéu tri kéo dai trén 5 ngay.

Sir dung thudc cho phu nir ¢6 thai va cho con bii:

Phu nit c6 thai:

Ranitidin duoc biét 1a qua dugc nhau thai, mac du vay thudc nay van duoc ding mét cach an
toan dé ngin chin cac triéu chimg cta hdi chitng Mendelson. Khdng ghi nhan anh huéng nao
clia ranitidin 1én thai nhi hay tré so sinh, tuy nhién ciing khéng c6 dir liéu vé tinh an toan cua
ranitidin trong hai giai doan d4u cta thai ki. Chi str dung ranitidin cho phu nir c6 thai khi that can
thiét.

Phu nit cho con bu:

O ngudi, ranitidin bai tiét vao sita me voi ndng dd cao hon ndng dd trong huyét trong. Do d6
can than trong khi sir dung ranitidin & phu nit cho con bu.

Anh hwéng ciia thude 1én kha ning lii xe va vin hanh may méc:

Thudc ¢ thé gay ra cac tac dung khéng mong mudn nhu dau dau, chong mit anh hudng dén kha
ning lai xe va van hanh may mdc. Vi vay can than trong khi dung thude cho nhimg bénh nhéan
phai lam nhimg cong viéc nay.

Twong tic , twong ky ciia thude:

- Ranitidin rét it (tc ché hé théng men oxygenase c6 chirc nang phdi hop lién két véi cytochrom

P-450 cta gan. Vi vdy, ranitidin khong lam tang tac dung cta cac thudc bi oxy hoa hay lam bét
hoat béi men nay. Céc thudc nay bao gom: diazepam, lignocain, phenytoin, propranolol,
theophyllin va warfarin.

- Ranitidin tiém twong thich véi dich truyén tinh mach sau: natri chlorid 0,9%, dextrose 5%,
natri chlorid 0,18% va dextrose 4%, natri bicarbonat 4,2% va dung dich Hartmann's. Mac du,
céc nghién ctru vé tinh tuong hop chi duge thuc hién voi cac thi dung dich tiém truyén
polyvinyl chlorid (trong bao bi thuy tinh cho natri bicarbonat) va bd day tiém truyén polyvinyl
chlorid, nén ch ¥ réng tinh tuong hop day di cling c6 thé tham khao khi sir dung thi tiém bang
polyethylen. Hon hop ranitidin v6i dich truyén nén loai bo sau khi pha dwoc 24 gio & nhiét do
2-8°C.

- Ranitidin lam giam ndng d6 thude trong huyét tuong ctia mét s6 thudc: atazanavir, dasatinib.

- Ranitidin lam giam tac dung cua ketoconazol, ting ddc tinh cua phenytoin.

Téc dung khéng mong muén ciia thude:

- Thuomg gip: Pau dau, chéng mat, ia chay.

- Céc thay ddi thoang qua va c6 hdi phuc trén céc xét nghiém chirc ning gan c6 thé xay ra. Déi
khi ¢6 nhitng béo cdo vé& chimg viém gan c6 h6i phuc (viém té bao gan, viém dudng mét trong
gan hay phdi hop ca hai) c6 hay khéng c¢6 vang da.

- Giam bach cdu va tiéu ciu hiém khi xay ra va c¢6 hdi phuc khi ngung thudc. Hiém khi gay mat
bach cu hat, hay giam toan thé huyét cau, d6i khi gay bét san tay.

- Hiém khi xay ra cac phan img qua min (nbi may day, phii mach than kinh, co thit phé quan, ha
huyét 4p). Cac phan (mg nay doi khi ciing xay ra véi mot lidu duy nhét;

- Hiém khi gap chdm nhip tim.
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- Phat ban & da c6 thé xay ra.
- C6 mot sb bao cdo vé cac triéu chimg trén v (sung/khé chiu) & dan 6ng dung ranitidin.

Thong bdo ngay cho bdc sy khi gdp phdi cdc tac dung khéng mong mudn ciia thubc.
Qui lidu va cach xir tri:
Ranitidin rat dic hiéu trén tac dong ctia né vi vay khong c6 vén dé gi dac biét khi dung qua lidu.
Qua4 lidu ranitidin ¢6 thé dan dén run co, nén mira, ho hip nhanh. Cén 4p dung cac bién phap
didu tri triéu chimg va hd trg thich hop. Néu can co thé loai bo thude ra khoi huyét thanh bing
loc mau.
Dic tinh dwge lue hoc:
Ranitidin HCI 1a mot chit dbi khang thu thé H, histamin. Thudc c6 kha ning lam giam 90% acid
dich vi tiét ra sau khi ding mot lidu diéu tri, ¢ tac dung lam lién nhanh vét loét da day ta trang,
va ngan chin bénh tai phat. Hon nira, thudc c6 vai tro quan trong trong kiém soat hoi ching

Zollinger-Ellison va trang théi ting tiét dich vi qua mire.

Ranitidin tc ché canh tranh v6i histamin & thu thé H; cua té bao vach, lam giam lugng acid dich
vi tiét ra ca ngay va dém, ca trong tinh trang bi kich thich boi thic an. Ranitidin ¢6 tac dung i
ché tiét acid dich vi manh hon cimetidin tir 3-13 14n nhung tac dung khong mong mudn lai it
hon.

Duwgc dong hoc:

Ranitidin duoc hp thu nhanh chong sau khi tiém. Dung dudng tiém bap, nong do tdi da trong
huyét tuong thuong dat duge nhanh hon, trong vong 15 phut sau khi tiém. Ranitidin khéng bi
chuyén hoa nhiéu. Ranitidin duoc dao thai cha yéu qua 6ng than, thoi gian ban hiy la 2-3 gio,
93% lidu tiém tinh mach duogc thai qua nuéc tidu, con lai dugc thai qua phan. Phén tich nuéc tiéu
trong 24 gid dau cho thdy 70% liéu tiém tinh mach thai trr dudi dang khong doi.

Quy cach déng géi: Hop 10 bng.

Diéu kién bio quan: Bao quan trong bao bi kin, tranh 4nh sang, & nhiét d§ duai 30°C.

Han ding: 36 thang ké tir ngay san xuét.

Tiéu chuén chit lwong : TCCS

S6 ding ky : VN-21541-18

Nha san xuit:
MYUNG IN PHARM. CO., LTD.
361-12, Noha-gil, Paltan-myeon, Hwaseong-si, Gyeonggi-do, Han Qubc.
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