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Composition :

Each sachet of 3.0 gm contains:

Ampicillin Trihydrate 8P

eq. to Anhydrous Ampicillin 250 mg
Storage : Store below 30°C,

protected from light & moisture.

Keep all medicines out of
reach of children.

Dosage: As directed by the Physician.

Indication: Refer the package insert.

Open Size : 120 mm (W) x 85 mm (H)

Sachet Open Size : 120 mm (W) x 85 mm (H) mm
Sachet Close Size : 60mm (W) x 85 mm (H) mm

Laminated Specification

(40 GSM Paper / 18 Extrusion / Tri-Laminated Aluminium Foil / 38 Natural Extruded Poly)

Reason of Artwork : New/Export (For Registration)

Code No. : 20076039

. Pantone 299 C
I Pantone 485 C

[l Black

Distributor/ Marked by :
address Through Sticker

£
E For oral administration only.
g Mfg. Lic. No. : 5/UA/SC/P-2004
Reg. No.:
Batch No. :
R Mfg. Date :
Ampicillin Expiry Date :
Oral Suspension BP
Manufactured by :
Akums Drugs & Pharmaceuticals Ltd.
19, 20 &21, Sector-6A, LLE., SIDCUL,
[ s e Ranipur, Haridwar-243403, INDIA
v E =
<« < »
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Rx- Thuéce ban theo don

TO HUONG DAN SU DUNG THUOC
1. Tén thuéc: MAHACILLIN SACHET
2. Céc dau hiéu lru y va khuyén cio khi dung thubce
Thuéc nay chi ding theo don cua bac si.
Doc ki huéng dan si dung truée khi diing. Néu can thém théng tin, xin hoi y kién bac st hodc
duoc si.
Thong bdo cho bdc st nhitng tac dung khéng mong muon gdp phdi khi sir dung thuéc.
Dé thudc xa tam tay tré em.
Khong ding thuoc qud han in trén bao bi.
3. Thanh phan cong thirc thude
Mai g6i 3,0 g chira:
Duge chat: Ampicillin trihydrat BP tuong duong ampicillin khan 250 mg
Ta dugc: Duong kinh 2635,56 mg, aspartam 6,0 mg, natri methyl hydroxybenzoat 3,0 mg,
natri propyl hydroxybenzoat 0,75 mg, silica khan keo 12,0 mg, huong vani kho 21,0 mg.
4. Dang bao ché: Bot pha hdn dich uéng\
M5 ta: Bot toi mau tring hodc trang nga, khi pha vé6i nuéc tao thanh hdn dich tring hoic tring
nga.
5. Chi dinh
Ampicillin la khéng sinh penicillin pho rong, duoc chi dinh dé diéu tri nhim khuén gdy ra boi
céc vi khuan nhay cam véi ampicillin, bao gdém nhiém khuan duong ho hap trén va duong ho
hap dudi, viém phé quan va viém phdi, nhiém khuén dudng tiét nidu-sinh duc va nhim khuan
duong tiéu hdéa, nhiém khuén phu khoa, nhiém truing mdu, viém phic mac, viém mang trong
tim, viém mang ndo va thuong han. C4c chi dinh riéng bao gdm nhiém khuan tai mii hong,
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nhim khuin mé mém va bénh lau.

6. Cach ding, liéu dung

Chi dung duong udng.

Ngueoi [on:

Nhiém khuan tai mili hong 250 mg/lan x 4 lan/ngay

Liéu thong thuong: 250 mg/lan x 4 lan/ngay
Liéu cao: 1 g/lan x 4 1an/ngay

Viém phoi 500 mg/lan x 4 lan/ngay

Nhiém tring dudng tiét niéu | 500 mg/lan x 3 lan/ngay

Nhiém trung dudng tiéu héa | 500-750 mg/lan x 3-4 lan/ngay

Cép tinh: 1-2 g/lan x 4 1an/ngay trong 2 tuin
Nguoi mang khuan: 1-2 g/lan x 4 lan/ngay tir 4-12 tuan

Viém phé quan

Thuong han

2 g két hop vai 1g probenecid nhu mét liéu don
Khuyén céo sir dung cac lidu lap lai khi diéu tri & nir gidi.
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Newoi cao tudi:

Li€u giong nhu nguoi 16n, nhung ¢6 thé giam liéu & nhig ngudi suy giam chirc ning than.
Tré em (dudi 10 tudi):

Sur dung nira liéu so véi ngudi 16n.

Liéu dung can sir dung theo huéng dan. Trong trudng hop nhiém khuan ning, c6 thé tang lidu
hodc str dung ampicillin duong tiém. Nén udng ampicillin truéce bita dn nira gior dén mot gio.
Bénh nhan suy thdn:

Trong truong hop suy than ning (ching han, do thanh thai creatinin < 10 ml/phit) can giam
licu hodc kéo dai khoang thoi gian gitra cac 1an dung thude. Véi céc bénh nhan dang tién hanh
tham tach méu, sau khi thAm tach mau nén’sir dung thém moét liéu.

7. Chong chi dinh

Man cam véi bat ky thanh phan nao cua thudc.

Bénh nhan c6 tién sor man cam véi khang sinh beta lactam (cac khang sinh penicillin,
ampicillin, cac khang sinh cephalosporin) hodc bat ky ta dugc nao.

San pham c6 chira khoang 2 g dudng kinh mdi goi. Nén tinh toan khi sir dung thude trén bénh
nhan tiéu duong.

8. Canh bao va thin trong khi ding thudc:

Di tmg chéo voi penicilin hodc cephalosporin. Khong dugc dung hodc tuyét dbi than trong
dung ampicilin cho nguoi da bi man cam véi cephalosporin.

Thoi gian diéu tri dai (hon 2 - 3 tudn) can kiém tra chirc nang gan, than va mau. Tranh dung
v6i ngudi nhiém virus Epstein-Barr va HIV do c6 thé gay xuat hién ban do.

9. Sir dung cho phu nir c6 thai va cho con bu

Thoi ky mang thai:

Khéng c6 nhitng phan tng ¢6 hai dbi véi thai nhi.

Thoi ky cho con bu:

Ampicilin vao sita nhung khong gdy nhiing phan tmg c6 hai cho tré bi me néu sir dung voi

liéu diéu tri binh thuong.

10. Anh hwéng dén kha ning lai xe va vin hanh may méc
Ampicillin khong anh huong dén kha nang lai xe va van hanh may méc.
11. Twong tac, twong ky ciia thude

Thtrc n lam giam téc do va mac do hép thu ampicilin. Cac penicilin déu tuong tac véi
methotrexat va probenecid. Ampicilin tuong tac véi alopurinol. O nhitng ngudi bénh ding
ampicilin hodc amoxicilin cling véi alopurinol, kha ning man d6 da tang cao.

Céac khang sinh kim khuan nhu cloramphenicol, cac tetracyclin, erythromycin lam giam kha
nang diét khuan cua ampicilin va amoxicilin. -
Ampicilin c6 thé lam sai léch két qua test glucose niéu sir dung dong sulphat (n
Benedict, Clinitest)

Ampicilin tuong ky vd&i aminosid, cac tetracylin, cac loai khang sinh
amphotericin, clindamycin phosphat, erythromycin lactobionat, lincomycil
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metronidazol va polymyxin B sulfat.
Ampicilin tuong ky hodc bi mat hoat tinh do cac thudc sau: Acetylcystein, clorpromazin
hydroclorid, dopamin hydroclorid, heparin calci hodc natri, hydralazin hydroclorid,
hydrocortison sucinat, metoclopramid, proclorperazin edisylat, procloperazin mesylat va natri
bicarbonat.

12. T4c dung khong mong mudn cia thude

Thwong gap, ADR > 1/100

Tiéu héa: Ia chay.

Da: Mén do6 (ngoai ban).

It gap, 1/1000 < ADR < 1/100

Mau: Thiéu mau, giam tiéu ciu, ting bach cau ua eosin, giam bach cau va mat bach cau hat.
Duong tiéu héa: Viém ludi, viém miéng, budn ndn, ndn, viém dai trang, viém dai trang gia
mac, ia chay.

Da: May day.

Hiém gép, ADR < 1/1000

Toan than: Phan (mg phan vé, viém da tréc vy va ban dé da dang. Phan tng di timg ¢ da kiéu
"ban mudn" thuong gip trong khi diéu tri bang ampicilin hon 1a khi diéu tri bing cac penicilin
khac (2 - 3%). Néu nguoi bi bénh tang bach cau don nhan nhiém khuan duogc diéu tri béng
ampicilin thi 7 - 12 ngay sau khi bét dau diéu tri, hau nhu 100% ngudi bénh thudng bi phat
ban do rdt manh. Cac phan ung nay ciing gip & cic ngojdi bénh bi bénh ting bach cau don
nhan do Cytomegalovirus va bénh bach cau lympho bao. Cac ngudi bénh ting bach cau don
nhan dd c6 phan ng lai dung nap tot cac penicilin khac (trlr cac ester cia ampicilin nhu
pivampicilin, bacampicilin).

Viém than k¢, tang AST.

Thong bao cho bac sy nhirng tac dung khong mong mudn gip phai khi sir dung thude.

13. Qua liéu va xir tri

Triéu chirg: budn non, non, tiéu chay

Xir tri: ¢6 thé loai bo ampicillin khoi vong tuan hoan bang tham tach mau.

14. Piac tinh dwge lue hoc:

Tuong tu penicilin, ampicilin tdc dong vao qua trinh nhan Ién cua vi khuan, trc ché su tong
hop peptidoglycan cuia thanh té bao vi khuén.
Pho kha’rng khud’n

mdt s6 vi khuan Gram am duong rudt nhu E. coli, Proteus mzrabzlts Shigella, Salmen
V6i phd khang khuan va dic tinh dugc dong hoc, ampicilin thuong duoc chon 12 thude diéu tri
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viém nhiém duong tiét niéu, viém tai mat va viém duong mat, viém ndi tdm mac, viém da day
rudt, lau, viém mang nio.

Ampicilin khong tic dung trén mot sb ching vi khuidn Gram &m nhu: Pseudomonas,
Klebsiella, Proteus. Ampicilin cling khong tac dung trén nhitng vi khuéan ky khi (Bacteroides)
gdy 4p xe va cac vét thuong nhiém khuan trong khoang bung. Trong cic nhiém khuan ning
Xuat phat tir rugt hoic am dao, ampicilin duoc thay thé bang phdi hop clindamycin +
aminoglycosid hodc metronidazol + aminoglycosid hoac metronidazol + cephalosporin.

Sau day la do nhay cam ctia mot vai loai vi khuan déi vai ampicillin:

Vi khuan S6 mau Mirc d6 khang
Nhay (S) Trung gian (1) Khéng (R)
Salmonella typhi 378 10,6 0,0 89,4
Shigella flexneri 120 41,6 0.8 57,7
Shigella sonnei 38 60,6 2,6 36
Escherichia coli 443 11,8 22 86,0
Hemophilus influenza 100 45,0 6.0 49,0
Moraxella catarrhalis 55 81,8 9,1 9,1
Streptococcus suis 130 100,0 0,0 0,0
Loai Pseudomonas 42 23,3 0,0 76,2

15. Pac tinh dwge dong hoc
Udng lidu 0,5 g, sau 2 gid s& c6 nong do dinh trong huyét thanh khoang 3 mg/lit. Sinh kha
dung dudng udng 1a 30- 55%, bi giam bdi thic an.

O nguoi mang thai, ndng do thude trong huyét thanh chi bang 50% so véi phu nit khong mang
thai, do & nguoi mang thai, ampicilin ¢6 thé tich phan bd 16n hon nhiéu va ampicilin khuéch
tan qua nhau thai vao tuan hoan ctia thai nhi va vao nuéc bi.

Ampicilin khong qua dugc hang rao mau - ndo. Trong viém mang ndo mu, do hang rao mau -
ndo bi viém va thay déi do thim, nén thong thuong ampicilin tham nhap vao hé than kinh
trung uong du dé co tac dung, va trung binh nong do thudc trong dich ndo tiy dat t6i 10 - 35%
ndng do thude trong huyét thanh. Thubc qua duoc hang rao nhau thai.

Ampicilin thai trir nhanh xap xi nhu benzyl penicilin, chu yéu qua 6ng than (80%) va ong mat.
Péi véi bénh 1au, ¢6 thé udng 1 liéu duy nhat ampicilin ciing véi probenecid, thudc nay giam
dao thai ampicilin qua dng than.

Khoang 20% ampicilin lién két véi protein huyét tuong.

Ampicilin bai tiét mét luong nho qua sira. Ampicillin bi loai 40% khi tham phan
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16. Quy cach dong goi: Hop 10 g6ix 3,0 g

17. Piéu kién bio quén, han dung, tiéu chuin chit lrgng ciia thude
Diéu kién bao quan: Bao quan dudi 30°C. Tranh anh sang va do am.

Han dung: 24 thang ké tir ngay san xuat

Tiéu chuan chat luong: BP 2018

18. Tén, dia chi ciia co sé san xuit thude

Akums Drugs & Pharmaceuticals Ltd.

19,20 & 21, Sector - 6A, LI.E, Sidcul, Ranipur, Haridwar- 249403, An Do.
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