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RxPrescription drug thephoco

SPIRA 1.5M

Spiramycin 1.500.000 IU

*Luman is the registered trademark of Thephaco
No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province

Box of 2 blisters x 8 film coated tablets

Thanh phan: Cho 1 vién | Composition: For 1 tablet Tiéu chuan/Specification:
Spiramycin ......1.500.000 U Spiramycin ....1.500.000 U DBVN/ Vietnamese Pharmacopoeia
Tadugc.. viadi....1vien | Excipients 5.1 tablet SDK/Reg.No:

Chi dinh, cach diing, chéng chi dinh va cic thong tin khac: DE XA TAM TAY TRE EM

Xem trong ta hudng dan sif dung thudc kém thea. BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

Indications, administration, contraindications and other KEEP OUT OF THE REACH OF CHILDREN

information: See the enclosed leaflet. READ THE PACK INSERT CAREFULLY BEFORE USE ‘
RX Thuéc ké don thephoco

Spiramycin 1.500.000 IU

*Luman la nhan hiéu thuang mai da dang ky cua Thephaco
S6 232 Tran Phu, phuding Lam Son, thanh phd Thanh Hoa, tinh Thanh Hoa

54 18 SX/Batch No-
NSX/Mfg date:

HO/Exp.date

Hop 2 vi x 8 vién nén bao phim

Bio qui: +f m?fmmmwmmu!mm
Nai knd, nhigt d¢ khding qua 30°C, thephoCO 53 fran Phu Sreet, Lam San Werd, Thanh Hoa Gy, Thanh Hoa Province
trdnh anh sang. o s cudt: g tyc phin Do Vot € Thanh s
Manufacturer: Th tical ISC
Storage: 5504 duong Quang Trung, phutng Ngoc Trao, thanh phd Thanh Hda, tinh Thanh Hoa
In a dry place, temperature below No (M Quang Trung Sireet, Mgoc Tra Ward, Thanh Hoa City, Thanh Hoa Province

30°C, protect from light. 7/Tek: 0237 3737888 - Hotline: 1800 8140
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== E *Luman is the registered trademark of Thephaco
- % No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province
— 4 Box of 10 blisters x 10 film coated tablets
Thanh phan: Cho 1 vien Composition: For 1 tablet
Spiramycin ..1.500.000 U Spiramycin — e 1.500.000 IU
Ta dugc....via — - Excipients Q5. 1 tablet

Chi dinh, cich diing, chéng chi dinh va cic théng tin khic:
Xem trong t& hudng dan sif dung thudc kém theo.

Indications, administration, contraindications and other information:

See the enclosed leaflet
Tiéu chuin/Specification: DDVN/ Vietnamese Pharmacopoeia
SDK/Reg.No:
RxThuéc ké dan thephoco

1cN
A\ 1.5M

Spiramycin 1.500.000 U

*Lurnan 1a nhan hiéu thuong mai da dang ky cia Thephaco
6 232 Tran Phu, phudng Lam Son, thanh phé Thanh Hoa, tinh Thanh Hoa
Hoép 10 vi x 10 vién nén bao phim
B9 . uw-ﬂ'ﬂmo
kha, nhigt dé kho 3 :
aNr:::s::g iét dé khong qua 30°C, tranh 1a hin hiéo a3 G3ng y
' “Luman s the reqistered trademark of Thephaco
Storage: No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa Gity, Thanh Hoa Province
In a dry place, temperature below 30°C, tuhhuﬂ:(hgtrdﬂlhlhx #nﬂril‘hmhllh
protect from light Manufacturer: Thanh H
6 XA TAM TAY TRE EM ‘ ::‘“:rmmmw“m““m
DOC KT HUONG DAN SU DUNG TRUOC KHI DUNG. Mo O Qg Trung Stret, A Tao Werd,Thanh Hoa it
KEEP OUT OF THE REACH OF CHILDREN Thanh Hog Province
READ THE PACK INSERT CAREFULLY BEFORE USE DT/Tek: 0237 3737888 - Hotline: 1800 8140

56 18 SK/Batch No.
NSX/Mfg.date:

HD/Exp date:
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A g Spiramycin 1.500.000 IU
-F
- E *Luman is the registered trademark of Thephaco
;" g No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province
— & Box of 5 blisters x 10 film coated tablets
Thanh phan: Cho 1 vién Compasition: For 1 tablet
SPITAMYCIN . 1.500.000 U b1 o) P— 1.500.000 IV
Taduge viadi_...._ . 1 vién ExXCIpIents g5 1 tablet

Chi dinh, cich diing, chang chi inh va cic thng tin khac:
Xem trong td hudng dan st dung thude kem theo.
Indicati administration, contraindications and other information:
See the enclosed leaflet.
| Tiéu chudn/Specification: DEVN/ Vietnamese Pharmacopoeia
SDK/Reg.No:

RX e ké don thephaco

SPIRA 1.9M

Spiramycin 1.500.000 IU

*Luman la nhan hiéu thuong mai da dang ky cla Thephaco
S 232 Trdn Phui, phuéng Lam Som, thanh phd Thanh Hoéa, tinh Thanh Hoa

Hop 5 vi x 10 vién nén bao phim

‘ Noi kho, nhiét d6 khong qua 30°C, trnh "w"‘"ﬁ‘ m"_ I thng mai 03 3ng § cia Thephco

A sng, *Luman s the registered trademark of Thephaco

| Storage: No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa Gity, Thanh Hoa Province
Ina dry place, temperature below 30°C, (o sin xudt: Cong ty cf phan Dugc - Vat tuy 16 Thanh Hoa

| protect from light Manufacturer: Thanh Hoa medical materials pharmaceutical 15C

|
OF XA TAMTAY TRE EM _ e g
DOCKY HUONG DAN SUDUNG TRUOC KHIDUNG. 0 0 ang frung S, Mgoc o Wi, Than o it

| KEEP OUT OF THE REACH OF CHILDREN Thanh Hoa Province

READ THE PACK INSERT CAREFULLY BEFORE USE DT/Tek: 0237 3737888 - Hotline: 1800 8140

5418 SX/Bateh No
INSX/Mbg.date:

HO/Expdate:
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R:
TO HUONG DAN SU DUNG THUOC

1. Tén thuéc: LUMAN SPIRA 1,5M
2. Céc diu hiéu va Khuyén cdo khi dung thude:

Dé xa tam tay tré em
Boc ky huémg dan sir dung tricdc khi diing
Thuéc nay chi ding theo don thudc

3. Thanh phin céng thirc thube
Cho | vién:
Thanh phan hoat chat:
Spiramycin 1.500.000 TU
Thanh phan ti dugc:
Croscarmellose sodium, pregelatinized rice starch, natri lauryl sulfat, magnesi
stearat, sodium starch glycolate, colloidal anhydrous silica, HPMC 606, HPMC vira du | vién
65, PEG 6000, titan dioxyd, bét talc

4. Dang bao ché

- Dang bao ché: Vién nén bao phim.

- Mo ta san phém: Vién nén bao phim mau trﬁng, hai mit hoi 16i, canh va thanh vién lanh lan.

5. Chi dinh

Diéu trj cac nhiém tring gy ra boi vi khudn nhay cam:

- Diéu tri nhiém trung: Tai — mii — hong (viém hong, viém xoang), phé quan phdi (viém phé quén
man cz‘ip hodc man, viém phoi), miéng, da (nhiém trung da lanh tinh, viém miéng)...

- Biéu tr dy phong viém mang ndo do Meningococcus khi ¢6 chdng chi dinh véi rifampicin.

- Dy phong viém thap khép cip tai phat & ngudi bénh di tmg vdi penicilin

- Du phong chimg nhiém Toxoplasma bam sinh trong thoi ky mang thai.

6. Cich dung va liéu diung

Cach dung:

Dung dudng udng. Thire in trong da day lam giam sinh kha dung cta spiramycin, nén can udng thude
trudc bira an it nhat 2 git hodc sau bira an 3 gio.

Liéu dung:

- Nguoi 16n: Udng 2 vién/lan x 2 — 3 lan/ ngay

- Tré em > 12 tudi: 1 vién/10kg/ngay, chia lam 2 — 3 lin.

7. Chong chi dinh

Ngudi ¢6 tién sir qud man vi spiramycin, erythromycin

8. Canh b#o va thin trong khi dung thudc

- Thén trong khi diing spiramycin cho ngudi ¢6 rdi loan chirc ning gan, vi thudc c6 thé gay doc gan.
- Thude ndy c6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban dugc xem nhu ‘khong
chira natri’.

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

- Phy nit ¢6 thai: Spiramycin di qua nhau thai, nhung nong d¢ thudc trong mau thai nhi thdp hon trong
méu ngudi me. Thude khong gy tai bién khi dung cho ngudi dang mang thai
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dang ding thudc.
10. Anh huéng cita thube 1én kha ning ldi xe, vin hanh may méc. (“ c
Khéng anh hudng,.
11. Tuwong tic, twong ky cia thude ;
Twong tac thuoe: \\s«
Spiramycin ding déng thoi véi thude udng ngira thai s& lam mét téc dung phong ng
Twong ky:

Do khong ¢6 céc nghién ciru vé tinh twong ky cua thuée, khéng tron 1an thude nay véi cac thube khéc.
12. Tic dung khéng mong mudn.

*Thwong gap, ADR > 1/100

- Tiéu héa: Budn nén, non, ia chay, khé tiéu

*lt gap, 1/1000 < ADR < 1/100

- Toan than: Mét moi, chay mau cam, d6 md héi, cam gidc dé nén nguc.

- Di cam tam thoi, loan cam, lao dao, dau, cimg co va khép néi.
- Da: Ban da, ngoai ban, may day
- Tiéu héa: Viém két trang cip
*Hiém gap, ADR < 1/1000
- Toan than: Phan {mg phan v¢, boi nhiém do dung dai ngay.
Théng bdo ngay cho bdc sy hodc dwge sy nhitng phan ieng cé hai gdp phai khi sir dung thubc.

13. Qua liéu va cach xir tri
- Khéng c6 dir li¢u vé sir dung thude qua liéu, khong dung qua liéu chi dinh cua thuéc.
- Tich cuc theo ddi dé ¢ bién phép xir tri kip thoi
14. Dic tinh duge lue hoe
- Nhém duge ly: Khang sinh nhém macrolid.
-Mi ATC: JOIFA02
- Spiramycin 1a khang sinh nhém macrolid ¢6 phd khang khuan twong tw phé khang khudn cua
erythromycin va clindamycin. Thude ¢6 tic dung kim khuén trén vi khun dang phan chia té bao. O
cdc ndng do trong huyét thanh, thude ¢ téc dung kim khuin, nhung khi dat nong dé & md thude c6
tac dung diét khudn. Co ché tac dung cua thudc 1a tac dung trén céc tiéu don vi 50S cua ribisom vi
khuin va ngin can vi khuan tong hop protein.
- O nhitng noi ¢6 mirc khang thude rét thép, spiramycin ¢6 tac dung khang céac chung Gram duong,
cic chung Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan 16n chung
Gonococcus, 75% ching Streptococcus va Enterococcus. Céc ching Bordetella pertussis,
Corynebacteria, Chlamydia, Actinomyces, mjt s6 ching Mycoplasma va Toxoplasma cling nhay cam
v6i thude. Tuy nhién tac dung ban dau nay da bi suy giam do sir dung lan tran erythromycin ¢ Viét
Nam
- Spiramycin khong ¢6 tdc dung véi cac vi khuin duong ruét Gram am. Ciing da c6 théng bdo vé sur
khang vi khuéan ddi véi spiramycin, trong d6 ¢6 ca sy khang chéo gitra spiramycin, erythromycin va
oleandomycin. Tuy nhién, céc ching khang erythromycin déi ltc van con nhay cam véi spiramycin.
15. Dic tinh duge dong hoc

Spiramycin dugc hip thu khéng hoan toan & duong tiéu hoa. Thire an trong da day lam giam sinh
kha dung cta thude. Thude phan bé rong khiip co thé, dat nong do cao trong phoi, amidan, phé quan
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va cdc xoang, it tham nhdp vao dich ndo tiy. Nira doi thai trir trung binh la 5 — 8 gid. Spiramycin thai
trir chu yéu & mat. Spiramycin di qua sita me.
16. Quy cach déng goi
Hop 2 vi x 8 vién nén bao phim,
Hop 5 vi x 10 vién nén bao phim
Hop 10 vi x 10 vién nén bao phim
17. Diéu Kién biio quan, han diing, tiéu chufn chit lugng cia thube.
- Piéu kién bao quan: Noi khd, nhiét do khong qua 30°C, tranh anh sang.
- Han ding: 36 thang ké tir ngay san xuét
- Tiéu chudn chat lwong: DDVN
18. Tén, dia chi co s san Xuit.
CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA
SH 04 duong Quang Trung, Phuong Ngoc Trao, Thanh phd Thanh Héa, Tinh Thanh Hoa.
SDPT: 0237 3737888 Hotline: 1800 8140

-+ LUMAN® la nhan hiéu thuong mai da dang ky cua Thephaco
thephoco g4 937 duong Tran Phi, Phuong Lam Son, Thanh phé Thanh Héa, Tinh Thanh Héa.

Thanh Héa, ngay 09 thang 11 nam 2022
-""H‘I@W GIAM BOC
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