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Composition:
Phenoxymethylipenicilin
(as phenoxymethylpenicilin potassium) 1.000.000 IU
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Indications, contraindications, dosage and
administration:
Read the pack insert before use.
Storage:
In a dry place, temperature not exceeding 30%c,
protect from light.
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Rx Thude ban theo don

TO HUONG DAN SU DUNG THUOC
A. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén sin pham: PENICILIN V KALI 1.000.000 1U
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Poc ki huwdng din sir dung trude khi ding - O PAN

Dé xa tim tay tré em

Théng bio ngay cho bic sy hodic duge sy nhirng tic dung khong

khi sir dung thube
Thube ban theo don
2. Thanh phén: Cho 1 vién:

~Fhenoxymetbylpeniaiiin S " e )
(Du6i dang Phenoxymethylpenicilinkali) | SR N,
Ta duoc vuadu 1 vién

3. Mé ti sin pham Dang bao ché: Vién nén
Vién nén dai, mau trang hoac trang nga, hai mat c6 vach bé déi, canh va thanh vién lanh lan.
4. Quy ciach déng géi: Hop 10 vi x 10 vién. Hop 20 vi x 10 vién. Hop 50 vi x 10 vién.
5. Thude ding cho bénh gi
Phong va didu tri cac nhi®m khudn gdy ra boi cdc vi khuan nhay cam, dic biét la
Streptococcus trong céc truong hop nhe dén trung binh nhu:
- Nhiém khuan dudng hd hip trén, viém hong, viém amidan, viém tai giira.
- Nhiém khuin & miéng, hong.
- Viém phdi thé nhe do Preumococcus.
- Nhiém khuén da va m6 mém.
- Phong thap khop cép tai phat.
Didu tri cAn dua trén két qua thir khang sinh d6 va dap img 1am sang.
6. Nén ding thube nay nhuw thé nao va liéu lwong
- Ngudi lon va tré em trén 12 tudi: Udng 1 vién/lan, 6 — 8 gid ubng 1 1an.
- Tré em tir 6 dén 12 tudi: 1/2 vién/lan, 6 — 8 gio udng 1 lan.
- Nguoi cao tudi: Ding lidu nhu nguoi 16n. Nén giam liéu néu bénh nhén b suy thén.
D6i véi ngudi suy than nén dung vién ¢6 ham lugng thip hon.
Nhiém khuan do Streptococcus tan huyét nhom beta can dugc diéu tri trong 10 ngay.
Diéu tri viém tai gitra cap nén duge gi6i han trong thoi gian 5 ngay. Tuy nhién, c6 thé khuyén
cho didu tri tir 5 — 10 ngay dbi véi bénh nhan c6 kha nang bi bién chimg.

Nén udng thube véi nhidu nude, uong trude bira an 30 phit hode sau bira an 2 gio.

1 F /U’lﬂ,,()/
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7. Khi nao khéng nén dung thube nay

- C6 tién sir qua man véi penicilin.

- MAn cam véi bat ky thanh phan nao cta thude.
- Chu y di tmg chéo v&i cephalosporin.

- Nhiém khuédn ning.

—
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8. Tdc dung khong mong muon: Sy &g
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¥ DUQC var TU %l
p‘hﬂh rngynd1 ban
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XAp xi 5% s6 nguoi bénh da diéu tri ¢ gap phan tmg phu. Hay gép n
& duong tiéu hoa. Phenoxymethylpenicilin ¢6 uu diém khong gy ra
nhu thudmg gép véi amoxicilin.

Thuong gap, ADR >1/100

Pudng tiéu hoa: ia chay, budn non.

Da: Ngoai ban.

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

Mau: Tang bach cdu ua eosin.

Da: N6i may day.

Hiém gap, ADR <1/1000

Toan than: Séc phan vé.

Tiéu hoa: Ia chay c6 lién quan t&i Clostridium difficile (it gap hon nhiéu so voi khi dung
ampicilin va amoxicilin).

9. Nén trinh dung nhimg thudc hogic thye phim gi khi dang ding thudc nay

- Hip thu cua penicilin V bi giam boi chit gom nhya.

- Neomycin dang ubng ¢6 thé lam giam hip thu ctia penicilin V t6i 50%. Co thé do neomycin
gdy hoi chimg giam hip thu c6 hdi phuc.

- Khong nén ding cung voi cac khang sinh kim khudn nhu: tetracycline, erythromycin,
chloramphenicol va cac sulphonamid.

- Sir dung dong thoi voi thude ting acid uric ni¢u (vi du probenecid va sulfinpyrazon) lam
giam bai tiét penicilin V din dén ting ndng do trong huyét tuong va kéo dai thoi gian tc
dung cua penicilin.

- Penicillin V ¢6 thé lam giam bai tiét methotrexat dan dén nguy co giy doc co thé.

- Penicilin V ¢6 thé lam giam tac dung cia thubc tranh thai khi udng cting. Ngudi bénh nén sur
dung thém bién phép tranh thai khac khi dang dung penicillin.

- Ubng déng thoi voi thube chdng dong c6 thé kéo dai thoi gian prothrombin.

- Khong udng ciing véi vacein thuong han vi khang sinh lam bat hoat vaccin nay.

10. Cin lam gi khi mét lin quén khong dung thudc :

C6 thé udng lai theo dung lidu da chi dan.

g
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11. Can biao quan thude nay nhw thé nao: Noi kho, nhiét do kho GE
r \":,1
sang. C‘ _> PHAN
| [ DUQC-VAT TU |
12. Nhirng déu hi¢u va tri¢u chirng khi dung thuoc qua liéu: Y IE »g

- Ngudi bénh bj ia chay hodc ¢6 phan (mg di img.

13. Cin phii lam gi khi dung thude qua liéu khuyén cdo:
Cén téi bénh vién gin nhéit hodc thong bdo ngay cho bac s¥.
14. Nhirng diéu cin thin trong khi ding thude nay:

a, Cic tinh trang can thin trong khi ding th ubce

- C6 di mg chéo véi cic cephalosporin. Truong hop da biét co di ung va&i cephalosporin thi
khong dung penicilin. Tuy nhién, néu c6 di tmg voi penicilin, thuong co thé dung cephalosporin
thay thé. Than trong voi bénh nhan ¢6 phan tmg nang (nhu sdc phan v¢) véi penicilin va
cephalosporin. Néu bénh nhén trai qua phan tmg di tmg v6i penicilin cAn ngimg dung thude va
diéu tri bing cach bién phap pht hop (vi du: adrenalin va céc amin tang huyét ap, thube chong
di tmg va cac corticoid).

- Nén thén trong khi dung penicilin V cho nhiing ngudi bénh co tién sir di tmg hodc hen.

- Nhidm khuén duong hé hip nang (nhu viém phdi nang) khong thé diu tri bang penicilin V.
- Khong dung cho bénh nhan bi bénh nang hodc dang bi cic bénh vé duong tiéu hoa nhu budn
non kéo dai, non do gian da day, rdi loan vén dong ctia thue quan, tiéu chay vi ¢6 thé giam su
hép thu cta thude.

- Pbi voi nhidm trung do Streptococus nén diéu tri t6i thiéu 1a 10 ngay.

- Nhiing bénh nhdn dang diéu tri penicilin kéo dai can phai duge theo ddi cong thirc mau,
chirc nang gan, than.

- Trong thoi gian diéu tri dai ngdy vai penicilin can theo ddi sur phat trién qua murc cua cac vi
sinh vat khang thude tiém tang nhu Pseudomonas hodc Canida. Néu xay ra boi nhiém can
diéu tri bing nhimg bién phap thich hop.

- Than trong khi diéu tri cho bénh nhén bi viém dai trang c6 lién quan dén khang sinh.

- Nén ding liéu thdp hon liéu khuyén cdo d6i vai bénh nhan bi suy than.

- Trong thoi gian diéu tri véi penicilin c6 thé xudt hién duong tinh gia d6i véi xét nghiém
glucose bang phuong phap khong ding enzym.

- Thube ¢6 chira kali nén ¢6 thé khong t6t cho bénh nhan dang c6 ché do an kali thép. c6 thé
gdy dau bung, tiéu chay va tang kali mau. Liéu cao nén sir dung than trong & nhiing bénh nhén
dung thude chira kali, thude lgi tiéu gitt kali.

- San phm c6 chira ta duoc lacose nén néu bénh nhan ¢6 van dé khong dung nap mot sO loai

duomng phai thong bao cho béc sy trude khi ding san pham nay.
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b, Cic khuyén cdo ding th uéc cho phu niv ¢é thai va cho con bii

Phu nir ¢o thai:

li\ DUCY
- Penicilin V da dugce s dung rong rdi trén lam sang va khong thay c n&,uy cg 5 y

ngudi mang thai. Tuy nhién can than trong khi dung cho phu nir ¢6 thai.
Phu nir cho con bui: N
- Penicilin V ¢6 tiét vao sita me, mic di khong gdy hai nhung c¢6 thé gy phan tmg di img
hodc anh huéng dén hé vi sinh vat dudng rudt cia tré vi vy cén than trong khi dung cho phu
nir dang cho con bi.
¢, Anh hwéng cia thubc doi véi cong vige (ngwoi vin hanh mdy méc, dang lii tau xe,
nguwoi lam viée trén cao va cdc truong hop khac)
Dung dugce
15. Khi ndo cin tham vén béc sy:
Khi gap bat ki tdc dung khong mong muén hodic qué lidu can dén gap ngay bic si dé tham
van,
Néu can thém thong tin xin hoi y kién bac sy hodc duge si
16. Han dung ciia thude: 24 thang ké tir ngay san xuét.
17. Tén, dia chi ciia co s¢ sin xuat:
Cong ty ¢b phan Dugc - Vit tu y té Thanh Héa
Vin phong: 232 Trin Phii — Thanh phé Thanh hoa.
Co so san xuét: S6 04 Pudong Quang Trung — TP. Thanh Hoa
Dién thoai: (037) 3852.691 - Fax: (037) 3724853
18. Ngay xem xét sira déi lai to thong tin cho bénh nhén:
B. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. Cac dic tinh dwge lue hoe
- Nhom tac dung duge ly: Khang sinh nhém p-lactam.
- Ma ATC: JO1CEO2

Phenoxymethylpenicilin (penicilin V) 1a mot penicilin bén vig véi acid dich vi nén duge
dung duong udng. Penicilin V diét khuan bang cach te ché su téng hop thanh té bao vi khuan.
Tuy nhién, tac dung nay bi giam bai penicilinase va cac beta - lactamase khac. Penicilin V ¢6
tac dung tot trén cac cau khudn Gram duong thuong gip nhu céc lién ciu tan huyét nhom
beta, céc lién cu viridans va phé cu. Thube ciing c6 tac dung véi Staphylococcus (ngoai trir
ching sinh penicilinase). Nong d¢ t6i thiéu tc ché (MIC) thudng trong khoang 0.01 - 0.1
mg/lit. Penicilin V dugc coi 1 thude lwa chon ddu tién cho hau hét cdc nhiém khuan dudng ho

hap, da hodc m6 meém.

! | JQ"VQO/
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Tuy nhién, tac dung v6i Haemophilus influenzae 1a mt van dé, do phan 16m cac ching déu

sinh beta - lactamase_. nén c¢6 kha nang khang thuoc hoan toan. Vi cac chung

Haemophilus

“Theo phde
” COI\JL%L '

penicilinase dé diéu tri.

Nhiing truong hop ¢6 bién chimg toan than sau nhiém khuén dudng hd héap, nhu sau viém
xoang, viém tai, hodc viém mang ndo thi khong diéu tri bang penicilin V.

Thube it ¢6 tac dung trén mot s6 vi khuén dac biét 1a cac vi khuén Gram am.

2. Cac dac tinh dwge dong hoc

Phenoxymethylpenicilin khong bi mét tac dung boi acid dich vi va duoc hdp thu qua
duong tiéu hoa tét hon benzylpenicilin sau khi udng. Thude duoc hép thu nhanh, khoang 60%
lidu uéng. Dang mudi calci va mudi kali duoc hap thu t&t hon dang acid. Nong do dinh huyét
tuong khoang 3 - 5 microgam/ml dat dugc trong 30 - 60 phut sau khi udng liéu 500 mg (800
000 don vi). Sy hap thu cua thube bi giam khi ding ctng thirc an hodc sau bira an.

Thoi gian béan thai trong huyét tuong khoang 30 - 60 phut va cé thé ting 1én 4 gidr trong
trudng hop suy thin nang. Khoang 80% thude lién két véi protein. Phenoxymethylpenicilin
duge chuyén héa va bai tiét nhanh qua nude tiéu chu yéu bang bai tiét & 6ng than. Thude
duoc chuyén hoéa & gan, mot trong cac chét chuyén hoa da duge xac dinh l1a acid peniciloic.
Thude duge bai tiét nhanh qua nude tiéu ca & dang khong doi va dang chuyén hoa. Chi mot
lugng nho bai tiét qua dudng mét.

3. Chi dinh

Phong va diéu tri cac nhim khuin gy ra boi cac vi khuén nhay cam, dac biét la
Streptococcus trong cac truong hop nhe dén trung binh nhu:

- Nhiém khuan duong hé hép trén, viém hong, viém amidan, viém tai giita.

- Nhiém khuan & miéng, hong.

- Viém phdi thé nhe do Preumococcus.

- Nhiém khuan da va mdé mém.

- Phong thap khop cép tai phat.

Diéu tri can dua trén két qua thur khéng sinh d6 va dép tng 14m sang.
4. Liéu dung va cich ding
- Ngudi 16n va tré em trén 12 tudi: Udng 1 vién/lan, 6 — 8 gio udng 1 lan.

- Tré em tir 6 dén 12 tudi: 1/2 vién/lan, 6 — 8 gior udng 1 lan.
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- Nguoi cao tudi: Ding lidu nhu ngudi 16n. Nén giam lidu néu bénl
2 o e £ = J"Jf; LA
D6i v6i nguoi suy than nén ding vién ¢6 ham lugng thip hon.  / /m ) PHAN

Nhiém khuén do Srreptococcu.s tan huyet nhém beta cin duge di d‘ {r(? %@mﬁfdg y,

Nén udng thude véi nhidu nude, udng trude bira an 30 phit hodc sau bira an 2 gid.

5. Chéng chi dinh

- C6 tién str qua man véi penicilin.

- Min cam v6i bit ky thanh phén nao cua thude.

- Chu y di tmg chéo vai cephalosporin.

- Nhiém khuén nang.

6. Cic trudomg hop thin trong khi dung thude

a, Cic tinh trang can than trong khi ding thuéc

- C6 di g chéo vai cac cephalosporin. Truong hop di biét c¢6 di tmg v6i cephalosporin thi
khong dung penicilin. Tuy nhién, néu ¢6 di tmg véi penicilin, thuong c6 thé dang cephalosporin
thay thé. Than trong v6i bénh nhén c6 phan tmg nang (nhu sbc phan v¢) véi penicilin va
cephalosporin. Néu bénh nhan trai qua phan tmg di (mg véi penicilin c¢in ngimg ding thude va
diéu tri bang cach bién phap phu hop (vi du: adrenalin va cac amin ting huyét ap, thude chong
di img va céc corticoid).

- Nén thén trong khi dung penicilin V cho nhitng ngudi bénh c6 tién sir di tmg hodc hen.

- Nhi&m khuén duong ho hp nang (nhu viém phdi nang) khong thé diéu tri bing penicilin V.
- Khong dung cho bénh nhéan bi bénh ndng hoac dang bi cac bénh vé dudng tiéu hoa nhu budn
non kéo dai, non do gidn da day, réi loan van dong cua thue quan, tiéu chay vi co thé giam su
hip thu cta thude.

- Déi véi nhiém tring do Streprococus nén didu tri ti thiéu 1a 10 ngay.

- Nhimg bénh nhan dang diéu trj penicilin kéo dai can phai dugc theo ddi cong thirc mau,
chirc nang gan, thén.

- Trong thoi gian diéu tri dai ngay vai penicilin can theo doi su phat trién qua mic cua céc vi
sinh vét khang thudc tiém tang nhu Pseudomonas hodac Canida. Néu xay ra boi nhiém can
diéu tri bang nhimg bién phap thich hop.

- Than trong khi diéu trj cho bénh nhén bi viém dai trang 6 lién quan dén khéang sinh.

- Nén dung liéu thip hon lidu khuyén cdo dbi véi bénh nhan bi suy than.

- Trong thoi gian diéu tri voi penicilin ¢6 thé xudt hién duong tinh gia ddi véi xét nghiém

glucose bang phuong phap khong ding enzym.
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- Thube ¢6 chira kali nén c6 thé khong t6t cho bénh nhéan dang ¢ ché do an k
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dung thudc chira kali, thude loi tiéu gitr kali. iR
g | ; 2 *_f DUGC-VAT TU
- San pham co6 chira ta dugc lacose nén néu bénh nhén c¢é van dé di truyé \\é khﬁfrf_ﬁ&téﬂg |
AN THANH HOA
- v I A A NN 5
galactose, thieu hut men lactase, kém hap thu glucose — galactose khong né W

gdy dau bung, tiéu chay va tang kali mau. Liéu cao nén sir dung than trong

e

b, Cic khuyén cdo ding thuéc cho phu nit ¢é thai va cho con bii
Phu nir ¢o thai:

- Nghién ciru trén dong vat khi ding penicilin V khong thiy c6 tac dung gdy qudi thai.

- Penicilin V da duoc str dung rong rdi trén 1am sang va khong thiy c6 nguy co giy hai cho
ngudi mang thai. Tuy nhién can than trong khi dung cho phu nit ¢6 thai.

Phu nir cho con bu:

- Penicilin V ¢6 tiét vao sira me, mac du khong gdy hai nhung c¢6 thé giy phan tmg di tng
hodc anh hudéng dén hé vi sinh vat dudng rudt cua tré vi vay can than trong khi dung cho phu
nit dang cho con bu.

¢, Anh huong cua thuée doi véi cong viéc (nguwoi van hanh mdy moc, dang ldii tau xe,
nguwoi lam vig¢c trén cao va cdc truwong hop khic)

Dung duoc

7. Twong tac clia thube véi cic thude khic va cic loai twong tic khaic

- Hép thu cua penicilin V bi giam bai chat gom nhua.

- Neomycin dang udng c6 thé lam giam hép thu cua penicilin V téi 50%. C6 thé do neomycin
gdy hoi chimg giam hap thu ¢ hdi phuc.

- Khong nén dung cung véi cic khang sinh kim khudn nhu: tetracycline, erythromycin,
chloramphenicol va cac sulphonamid.

- Sir dung ddng thoi voi thude tiang acid uric niéu (vi du probenecid va sulfinpyrazon) lam
giam bai tiét penicilin V din dén ting ndng do trong huyét twong va kéo dai thoi gian tac
dung cua penicilin.

- Penicillin V ¢6 thé lam giam bai tiét methotrexat din dén nguy co gdy doc co thé.

- Penicilin V ¢6 thé lam giam tac dung cta thude trénh thai khi udng cung. Ngudi bénh nén st
dung thém bién phap tranh thai khac khi dang dung penicillin.

- Ubng ddng thoi véi thube chng dong c6 thé kéo dai thoi gian prothrombin.

- Khéng udng ciing voi vaccin thuong han vi khang sinh 1am bt hoat vaccin nay.

8. Tic dung khong mong muén

Xap xi 5% s6 ngudi bénh da diéu tri ¢6 gip phan tng phu. Hay gip nhét la cam thiy kho chiu
& duong tiéu hoa. Phenoxymethylpenicilin ¢6 uu diém khong gay ra phan tmg ndi ban trén da

nhu thuong gép vai amoxicilin.
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Thuong gap, ADR >1/100

Duéng tiéu hoa: la chay, budn nén.

Da: Ngoai ban.

It gaip, 171000 < ADR < 1/100

Miu: Tang bach cdu ua eosin.

Da: N6i may day.

Hiém gap, ADR <1/1000

Toan than: Sd¢ phan vé.

Tiéu hoéa: la chay c6 lién quan t6i Clostridium difficile (it gdp hon nhiéu so véi khi ding
ampicilin va amoxicilin).

Huwéng din cch xir tri ADR

Néu xay ra ADR nghiém trong phai ngimg ding thubc. V& diéu tri xin doc phan “Qué lidu va

Xur tri”
9. Qua liéu va cich xir tri
Ngimg thude néu ngudri bénh bi ia chay hodc c6 phan ng di ing.
Ngdy 25, rhdngja nim 2016
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