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Box of 2 blisters x 8 film-coated tablets
NAMHA PHARMA ‘
‘ -
} Composition: Fach film-coated tablst contains Manufactured by: NAM HA PHARMACEUTICAL JS.C
| Splramycin, 1.500.000 IU (Spiramycin base 350mg) Address: 415 Han Thuyen, Vi Xuyen ward,
Excipients.... G5 tablet. Narn Dinh city, Nam Dinh province
Indi; ns, usages, contraindi and other infor i Tel: 02283640408 Fax: 02283644650
Read the leaflet inside. KEEP OUT OF REACH OF CHILDREN.
Storage: I dry place, protected from ight, temperature not exceeding 30°C. READ CAREEULLY DIRCETION BEFOHE USE.
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1. Thanh phan:
Thanh phan diwoc chat:
Spiramycin 1.5 MIU
(twong duong spiramycin base) (350 mg)
Ta duogc vira du 1 vién
Thanh phc?‘n ta dwoc: Tinh b0t ngd, Avicel pH102, HPMC E6, Crosscarmellose natri,
Magnesi stearat, Aerosil 200, Talc, Titan dioxyd, PEG 6000.
2. Dang bao ché: Vién nén bao film mau tring. Mt vién nhin bong. Canh va thanh vién lanh
lan.
3. Chi dinh:
RETOMYCINE 1.5 MIU dugec chi dinh trong céac truong hop diéu tri va dé phong mot sé
bénh nhiém khuén do nhitng vi khuén nhay cdm vdi spiramycin, dic biét la:
- Céc nhiém khuén tai — miii — hong, phé quan — phdi, da, miéng va nhiém khuan sinh duc
khong do 14u cau.
- Bénh nhiém Toxoplasma & phu nit c6 thai.
- Phong ngira viém mang nfo do nio md ciu trong nhung truong hop dic biét (nhu bj
chbng chi dinh véi rifampicin).
Diéu tri du phong tai phat sdt thip khép, trong trudng hop di ing véi betalactams.
4. Cach dung, liéu dung:
Liéu ditng:
Liéu thirong ding dé diéu tri mét s6 bénh nhiém khudn la:
- Nguoi 16n: 4 — 6 vién mdi ngay (twong duong véi khoang 6 — 9 MIU), chia lam 2 hodc 3
4n.
- Tré em: 150.000 dén 300.000 IU/kg cin ning mdi ngay, chia lam 2 hodc 3 l4n.
Truong hgp dac biét: thoi gian diéu tri cia mot vai truong hop viém hong thudng 1a 10
ngay.
Dé dé phong mot s6 bénh nhiém khudn, liéu thuong dimg la:
- Nguoi 16n: 2 vién/12 gior (twong duong 3 MIU), udng trong 5 ngay.
- Tré em: 75.000 IU/kg cén ning/12 gid, udng trong 5 ngay.
Dur phong nhiém Toxoplasma bam sinh trong thoi ky mang thai:
- Néu nhiém Toxoplasma trong khi mang thai, sy 1dy nhiém qua nhau thai c6 thé dan t6i
bénh nguy hiém cho bao thai. Phai hoi y kién chuyén gia vé cach xir tri. Spiramycin c6 thé
lam giam nguy co ldy truyén tir me sang con. Khi c6 bang ching nhiém & nhau thai hoic
bao thai, dung pyrimethamin véi sulfadiazin va acid folinic & gian doan sau ba thang dau
cua thai ky.
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- Wmicd@ng ¢6 d4u hiéu nhiém nhung sinh ra tir ngudi me da nhiém Toxoplasma thi
fapycin fb'}/aho tré dung trong khi cho két qua xét nghi¢m. Néu tré dugc xac dinh la
7?\cho dung pyrimethamin va sulfadiazin trong 12 thang két hop véi acid

- Ubng cach xa bita in 2 — 3 gio.

Thoi gian diéu tri:

- Pé didu trj c6 hiéu qua, phdi tuan thu lidu dung va thoi gian dung thudc nhu Béc si da ké

toa.

- Hét st hodc khong con triéu chimg khong c6 nghia la da hoan toan khoi bénh.,

- Su mét méi cod thé cam nhan duoc khong phai la do diéu tri khang sinh ma 1a do nhiém

khudn, giam liéu hodc ngung didu tri s& khong hét cam giac mét méi va co thé 1am bénh

cham binh phuc.

Quén th uéc:

- Khong dung lidu gip doi dé bu lidu da quén. Néu quén mot liéu hay bé qua va dung tiép

nhu chi dinh vao thoi diém tiép theo.

5. Chong chi dinh:

- Man cdm véi spiramycin, hodc mdt trong nhitng thanh phan cta thude.

- RETOMYCINE thuong khong dugc khuyén dung trong truong hop nudi con bang siia
me.

6. Canh bao va than trong khi dung:

- Suy gan: nén than trong khi dung spiramycin cho nguoi cé rdi loan chiic ning gan, vi
thudc c6 thé gy doc gan.

- Suy théan: khong cén thiét phai didu chinh lidu cho ngudi bi suy than.

- C6 mot sb it truong hop bi thiéu hut men Glucose — 6 — phosphate — deshyrogenase
(G6PDH) (mot bénh di truyén hiém gip gdy thiéu men trong hdng cdu, dan dén thiéu
mau), vi vy khong dung Spiramycin cho nhiing bénh nhén nay.

- Thén trong cho nguoi bi bénh tim, loan nhip (bao gdm ca ngudi co khuynh huéng kéo dai
khoang QT). Khi bit dau didu tri néu thdy phat hong ban toan than c6 s6t, phai nging
thudc vi nghi bi bénh myn mi ngoai ban cip. Trudong hop ndy phai chéng chi dinh dung
lai spiramycin.

7. Phu nir ¢6 thai va cho con bu:

- Phy ni¥ ¢6 thai: Spiramycin di qua nhau thai, nhung ndng do thube trong mau nhai thi
thip hon trong mau ngudi me. Mic du khong c6 cac bang chimg vé ngd doc thai va quai
thai, do chua ¢ céc nghién ctu thoa dang va dugc kiém tra chit ché vé dung spiramycin
cho nguoi mang thai hodc khi sinh dé, nén khong dung spiramycin cho nguoi mang thai,
trir khi khong con li€u phép nao thay thé va phai theo dai that can than.

- Phu ni¥ cho con bii: Spiramycin bai tiét qua sita me v6i ndng do cao. Thudc can ding than
trong cho phu ni¥ cho con bu. Nén ngtrng cho con bu khi dang dung thude.

8. Anh hwéng ciia thudc 18n kha ning ldi xe, van hanh may méc:
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tac cua/tlz ubc:

- LéVdﬂOpm(phm hgp v6i carbidopa): e ché su hap thu cuta carbidopa cung v6i lam giam
ndng do trong huyet twong cua levodopa. Do vy can phai gidm sat 1am sang va diéu chinh
lidu phu hop ctia levodopa.

- Céc vAn dé ddc biét lién quan dén mat can bang chi s6 INR: Nhiéu truong hop ting hoat
tinh ctia thudc chdng dong dang udng da dugc bao cdo trén bénh nhan dang diéu tri khang
sinh. Tuy véy, mot s6 nhém khang sinh td ra lién quan nhidu hon, cu thé la
fluoroquinolones, macrolides, cyclins, cotrimoxazole va mot s6 loai cephalosporins.

Twong ky ciia thubc:

Do khéng c6 cac nghién ciru vé tinh tvong ky ctia thude, khong tron 1an thudc nay véi cac
thube khéc.

10. Tac dung khong mong mudn:

Spiramycin hiém khi gy ADR nghiém trong.

Thirong gap, ADR > 1/100
- Tiéu héa: Budn nén, ndn, ia chay, khé tiéu (khi dung dudng ubng).
- Tai chd: Kich tng tai chd tiém.
- Thin kinh: Chéng mit, dau dau
It gdp, 1/1000 < ADR < 1/100
- Toan than: Mét mdi, chdy mau cam, dd mo hoi, cam giac de ép nguc. Di cam tam thoi,
loan cam, lao dao, dau, ciing co va khép ndi, cam gidc nong rat, nong do bung (khi tiém
tinh mach).
- Tiéu héa: Viém két trang cap.
- Da: Ban da, ngoai ban, may day.
Hiém gdip, ADR < 1/1000
- Toan than: Phan tng phan vé, bdi nhiém do dung dai ngay thudc ubng spiramycin.
- Tim: Kéo dai khoang QT.

11. Qua liéu va xi tri:

Quid liéu:

- Chua rd vé lidu gay doc clia spiramycin.

- Nhitng triéu ching qua lidu thuong lién quan dén van dé tidu hoéa: budn non, nén mira,
tiéu chay.

Xir tri:

- Céc truong hop khoang QT kéo dai, co thé giam di khi ngung diéu tri, dd duge nhan thiy
trén tré so sinh duoc diéu tri véi lidu cao spiramycin va sau khi tiém tinh mach spiramycin
trén cac dbi twong c6 nguy co kéo dai khodng QT. Néu xay ra qua lidu spiramycin, nén
dung dién tam dd dé do khoang QT, déc biét khi c6 cdc yéu t nguy co khéc (ha kali mau,
khoang QTc kéo dai bam sinh, dung chung vdi cac thude co tac dung kéo dai khoang QT
va/hodc gy xodn dinh).

- Khong c6 thudc giai doc dic hiéu. Néu xay ra qua liéu, nén diéu tri triéu ching,
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' sinh khang khudn thuéc nhom macrolides. Nong do t6i han phan biét
ng N (S) v6i cdc ching nhay cdm trung gian va véi cac ching khang thudc
kSK) mg/l va R >4 mg/l.

'rlgjh{goé &6 thé thay ddi tiy theo dia diém va thoi gian ddi v6i mot sb loai. Do do,
"»k‘lgkeo thong tin v& ty 16 khang thudc tai chd, dic biét 1a trong diéu tri nhiém khuén

nang.
Nhitng s6 liéu dudi ddy chi nham dinh huéng v& x4c suit nhay cam ctia mot chung vi khuan
d6i voi khang sinh nay:
- Vi khuin nhay cam:
e Vi khuidn hiéu khi Gram duong: Bacillus cereus, Corynebacterium diphtheria,
Enterococci, Rhodococcus equi, Staphylococcus meti — S, Staphylococcus meti — R,
Streptococcus B, Unclassified streptococcus, Streptococcus pneumoniae, Streptococcus

pyogenes.
eVi khuin hidu khi Gram A&m: Bordetella pertussis, Branhamella catarrhalis,

Campylobacter, Legionella, Moraxella.
e Vi khuin ky khi: Actinomyces, Bacteroides, Eubacterium, Peptostreptococcus,
Porphyromonas, Prevotella, Propionibacterium acnes.
e Cic vi khudn khéac: Borrelia burgdorferi, Chlamydia, Coxiella, Leptospires,
Mycoplasma pneumoniae, Treponema pallidum.
- Vi khuén nhay cam trung binh:
e Vi khuén hiéu khi Gram am: Neisseria gonorrhoeae
e Vi khuén ky khi: Clostridium perfringens.
e Cac vi khuédn khac: Ureaplasma urealyticum.
- Vi khuén khang thude:
e Vi khudn hiéu khi Gram duong: Corynebacterium jeikeium, Nocardia asteroids.
eVi khuin hiéu khi Gram 4am: Acinetobacter, Enterobacteria, Haemophilus,
Pseudomonas.
e Vi khuan ky khi: Fusobacterium.
e Céc vi khudn khéc: Mycoplasma hominis.
- Spiramycin c6 tac dung trén in vivo va in vitro trén Toxoplasma gondii.
- Ty 1€ khang methicillin khoang 30 dén 50% dbi voi tht ca tu cdu khuin va chi yéu trong
mdi truong bénh vién.
13. Dwoc dong hoc:
- Spiramycin duoc hip thu rit nhanh, tuy khong hoan toan. Thirc An lam giam su hép thu
cta thude.
- Sau khi udng 6 MIU spiramycin, nong do cuc dai cla thudc trong huyét twong 1a 3,3
meg/ml. Thoi gian ban thai ciia Spiramycin khoang gén 8 gio.
- Spiramycin khong qua dugc hang rao mdu ndo nhung dugc bai tiét qua sita me. Ty 1&
Spiramycin lién két voi protein huyét tuong it (khoang 10%). Thude khuéch tan tdt vao
nude bot va mé (phdi: 20 — 60 meg/g, amygdales: 20 — 80 mcg/g, cac xoang bi viém: 75 —
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110 mcg/g, xwong: 5 — 100 mcg/g). 10 ngay sau khi ngung diéu tri, van con 5 — 7 mcg/g
hoat chét trong 14 lach, gan va than.

Céac macrolides xuyén qua va tap trung trong thyc bao (bach ciu da nhan trung tinh, bach
cAu don nhan, dai thue bao phtc mac va phé nang). O ngudi, ndng do cua thudce trong noi
thuc bao cao. Déic tinh nay nhim dé giai thich hoat tinh cia cac macrolides dbi voi céc vi
khuan ndi bao.

- Spiramycin dugc chuyén héa qua gan, tao ra céc chét chuyén hoa khong ro vé cong thirc
héa hoc nhung c6 hoat tinh.

- 10% lidu udng Spiramycin dugc thai trlr qua nudce tiéu. Thudc duoc thai trir nhiéu qua
mat: ndng do trong mat 16n gap 15 — 40 1an nong do trong huyét trong. Mot lugng 16n ctia
Spiramycin dugc tim thdy trong phan.

14. Quy ciach dong goi: Vi 08 vién nén bao film, hop 02 vi.

15. Han ding: 36 thang ké tir ngay san xuit. Khong ding néu thdy vién thudc bi phong, bi
bién mau hogic c6 nhitng du hién khéc la va phai bao cho nha san xuét biét.

16. Piéu kién biao quéin: Noi kho, trdnh 4nh sang, nhiét do khong qué 30°C.

17. Tiéu chufn chit lrong: Tiéu chuin co so.

18. Tén va dia chi ciia co sé san xuiit:

CONG TY CO PHAN DUQC PHAM NAM HA
Sb 415 Han Thuyén, phuong Vi Xuyén, TP.Nam Dinh, Tinh Nam Dinh
Tel: 3649408 - Fax: 36
NAMHA PHARMA el: 0228.3649 Fax: 0228.3644650
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