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1. Nhan truc ti€p trén don vi dé
a). Nhan vi 5 vién nén bao phim.
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b). Nhan chai 100 vién nén bao phim.

| X' THu8C 3AN THEO BON d}

DOMESCO

Doropycin®3m.Lu

Spiramycin 3.000.000 U

-

CHONG CHI DINH:
- Ngubi c6 tifn sit qui min voi
iramycin, macrolid hay bAt ky thanh

THANH PHAN: M3 vién nén bac phim chifa;

= SPIrAMYCIN 3.000.000 IU
- Td duge vifa di
CHI DINH:

- Nhifm khudn 6 dubng hd hip, da va sinh dyc
do cdc vi khudn nhay cdm

- Difu trj dy phdng viém méng ndc do
Meningococcus, khi ¢d chlng chi dinh véi
rifampicin.

- Dy phang chiing nhim Toxoplasma bm sinh
trong thdsi ky mang thai

- Hoa dy phong viém thdp khop cdp tai phat &
nguii bédnh di Ung vai penicillin.

pﬁén khdc cla thudc,
- Thuic nay khong thich hgp ding cho
tré em duti 6 tudi,

LIEU LUGNG & CACH DUNG, TUONG
TAC THUGC, TAC DUNG KHONG MONG
MUGN VA NHONG DIEU CAN LUU Y: Xin
doc trong t hudng din sif dung.

BAO QUAN: Nat kho, nhigt do dudi 30 C. trénh
anh sang,

TIEU CHUAN AP DUNG: TCCS

 DEXATAMTAYTREEM
BOC K¥ HUONG DAN SU DUNG TRUDC KH DUNG

SBK: ..
e

S8 16 SX:
Ngay SX:
HD:

GMP-WHO

Chai 100 vién nén bao phim

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Qudc 19 30, P. My Pho, TP. Cao Lanh, Bdng Thip
(Dat ching nhdn IS0 9001: 2008 & ISONEC 17025: 2005)

¢). Nhan chai 150 vién nén bao phim.

RX THUOC 3AN THEQ BON

DOMESCO

Doropycin®3m.L.u

Spiramycin 3.000.000 U

GMP-WHO Chai 150 vién nén bao phim

THANH PHAN: M3i vién nén bao phim chita
- 3.000.0001U
vifa di

- Té dugc .
CHi BINH:
- Nhifm khudn & dubing ho hip, da va sinh dyc do cdc vi khudn nhay cdm.
- Didu trf dy phdng viem mang ndo do Meningococeus, khi ¢d chding chi dinh
vai rifampicin,
- Dy phong chitng nhidm Toxoplasma b&m sinh trong thai ky mang thai
- Hoa dy phong viém thip khap cdp tai phat & ngudi bénh di ing vai penicillin
LIEU LUGNG VA CACH DUNG:
* Cach dung: Ding ubng, uing thudc trudc bla 4n it nhdt 2 gio hodc sau bladn
3 gid va phditheo hét dot difu trj
* Lifu diing:
- Ngubi 16n: 3.000.000 1U, 3 /24 gid.
- Tré em trén 6 tudi: 150.000 IU/kg thé trong/24 gid, chia 1am 3 14n
- Diutrj dy phong viem mang ndo do céc chiing Meningococcus:

+Ngui lan: 3.000.000 1U, 2 4n/ngay.

+ Tré em trén 6 tudi: 75,000 IU/kg thé trong, 2 ldningdy, trong 5 ngay.
- Dy phong nhidm Toxoplasma bdm sinh trong thai ky mang thai: 9.000.000
|U/ngdy, chia lAm nhifu 1&n wSng trong 3 tulln, cdch 2 tuln cho lifu nhdc 1ai.

CHONG CHI BINH:

- Nogubi c6 tién sif qud mdn véi spiramycin,
macrolid hay bat ky thanh phén khéc cia thudc.
- T&Lﬁc ndy khong thich hgp ding cho tré em dubi
6 tudi

TUONG TAC THUGC, TAC DUNG KHONG MONG
MUGN VA NHONG BIEU CAN LUU Y: Xin doc trong
16 hutng din sl dyng.

BAO QUAN: Noi khd, nhiét o dudi 30 °C, trdnh dnh
sang.

SOK: ..o
TIEU CHUAN AP DUNG: TCCS

DE XATAM TAY TRE EM
DOC KV HUONG DAN SU DYNG TRUGC KHI DUNG

IR

S6 16 SX:

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Qudc 10 30, P. My Phi, TP. Cao Lanh, B6ng Thap
(Dat chiung nhén 1SO 9001: 2008 & ISONEC 17025: 2005)

Noay SX
HD
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R THUOC BAN THEQ BON
X

PRESCRIPTION ONLY

Doropycin® 3 m.L.u

Spiramycin 3.000.000 U

DOMESCO

Hop 2 vi x 5 vién nén bao phim

Doropycin®3m.Lu

GMP-WHO Box of 2 blisters x 5 film-coated tablets
THANH PHAN: M3i vién nén bao phim chifa CHI BINH, LIEU LUGNG & CACH DUNG, CHONG CHi
- Spiramycin 3.0000001U  BINH, TUONG TAC THUGC, TAC DYNG KHONG MONG
- Td dude viadi  MUON VA NHONG BIEU CAN LUU Y: Xin doc trong 1o

BAO QUAN: Nai khd, nhigt 4 duti 30 °C, tranh 4nh sing huting d&n st dung
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COMPOSITION: Each film-coated tablet contains INDICATIONS, DOSAGE AND ADMINISTRATION,

- Spiramycin O 3.000.000 U CONTRAINDICATIONS, INTERACTIONS, SIDE

- Excipients saf EFFECTS AND OTHER PRECAUTIONS: Read the

STORAGE: Store in a dry place. below 30 °C, protect from package insert
light
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b). Nhan hop 10 vi x 5. $m;bRQ phim.

RX THUIC BAN THED BON

DOMESCO

Doropycin®3 m.Lu

Spiramycin 3.000.000 IU

"3M.LU

®

GMP-WHO Hop 10 vi x 5 vién nén bao phim

Doropycin

Spiramycin 3.000.000 U

THANH PHAN: M3i vién nén bao phim chifa:

< SPITAMYCHN oot s e eee e 3.000.000 1U
- T4 dugc ; ; vifa di
CHI BINH, LIEU LUGNG & CACH DUNG, CHONG CHi DINH, TUONG TAC THUGC, TAC DUNG
KHONG MONG MUON VA NHONG BIEU CAN LUU Y: Xin doc trong t& huéing ddn st dung.

BAO QUAN: Noi kh6, nhiét do duti 30 °C, tranh anh sang.

SDK: DE XA TAM TAY TRE EM
TIEU CHUAN AP DUNG: TCCS BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY C3 PHAN XUAT NHAP KHAU Y TE DOMESCO
66 Quic 16 30, P. M Ph, TP. Cao Lanh, Béng Thap
(Bat chiing nhdn 1SO 9001: 2008 & ISO/IEC 17025:; 2005)

T=2Q
st | R
Sgg X' PRESCRIPTION ONLY
DOMESCO
]
®
Doropycin®3m.Lu
—— Spiramycin 3.000.000 U
|
GMP-WHO Box of 10 blisters x 5 film-coated tablets
COMPOSITION: Each film-coated tablet contains:
o DI IO s e i B S S B R oA 3.000.000 1U
T EXCIPIBAS ..ottt et en s s.q.f.

INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, INTERACTIONS, SIDE
EFFECTS AND OTHER PRECAUTIONS: Read the package insert.

STORAGE: Store in a dry place, below 30 °C, protect from light.

REGISTRATION NUMBER: ................ KEEP QUT OF REACH OF CHILDREN
MANUFACTURER'S SPECIFICATION READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66 National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Achieved 1SO 9001: 2008 & ISO/IEC 17025: 2005 certifications)
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TO HUONG DAN SU DUNG THUOC

Rx ’
Thuoc ban theo don \
DOROPYCIN® 3 M.I.U |

THANH PHAN: Mdi vién nén bao phim chia
= SPIFAMYCIN L ttiiiiee ittt et en e eeeeieenieenneenneeeneenneennenn.3.000.000 TU
- Ta duoc: Starch 1500. Natri croscarmellose. Magnesi stearat, Colloidal silicon dioxid A200.
Eudragit E100, Polyethylen glycol 6000, Talc, Titan dioxid.
DANG BAO CHE: Vién nén bao phim, dung udng.
QUY CACH PONG GOI:
Hop 2 vi x 5 vién; 10 vix 5 vién.
Chai 100 vién; chai 150 vién.
CHI PINH:
- Nhiém khuan ¢ duong ho hap, da va sinh duc do cac vi khuan nhay cam.
- Diéu tri du phong viém mang ndo do Meningococcus. khi ¢o chdng chi dinh véi rifampicin.
- Du phong chung nhif:n) Toxoplasma bam sinh trong thoi ky mang thai. ’
- Hoa du phong viém thap khop cap tai phat ¢ nguoi bénh di ung vai penicillin. ;
LIEU LUQONG VA CACH DUNG:
* Cach dung: Dung udng, udng thude trude bira an it nhat 2 gio hodc sau bira an 3 gi¢r va phai |
theo hét dot diéu tri. |
* Licu dung:
- Nguoi 16n: 3.000.000 1U, 3 1an/24 gio. I
- Tre em trén 6 tudi: 150.000 1U/kg thé trong/24 gid, chia lam 3 lan. IL[ P
- Picu tri du phong viém mang nao do cac chung Meningococcus:

+ Nguoi lém: 3.000.000 1U, 2 lan/ngay.

+ Tré em trén 6 tudi: 75.000 IU/kg thé trong, 2 lan/ngay. trong 5 ngay. (
- Du phong nhiém Toxoplasma bam sinh trong thoi ky mang thai: 9.000.000 IU/ngay. chia lam
nhiéu lan udng trong 3 tuan, cach 2 tuan cho liéu nhéc lai.
CHONG CHI DINH:
- Nguoi ¢6 tién s qua man véi spiramycin, macrolid hay bat ky thanh phan khac cua thude.
- Thude nay khong thich horp dung cho tre em dudi 6 tuoi. ‘
THAN TRONG KHI SU DUNG: ‘
- Str dung than trong khi dung spiramycin cho nguoi ¢o rdi loan chire nang gan. vi thude co thé gay |
doc van gan. |
- Than trong cho nguoi bi bénh tim, loan nhip (bao gbm ca ngudi cé khuynh hudng kéo dai
khoang QT). Khi bat dau diéu tri néu thiy phat hong ban toan than co sot. phai ngimg thude vi
nghi bi bénh mun mu ngoai ban cap Truong hgp nay phai chdng chi dinh dung spiramycin.
- Trudng hop rat hiém gap cua thiéu méu tan huyét da duoc bao céo & nhirg bénh nhan thiéu hut |
glucose — 6 — phosphat — dehydrogenase. Khong nén st dung spiramycin cho nhirng bénh nhén ‘
nay.
PHU NU CO THAI VA CHO CON BU: ‘ , ' :
- Thoi ky ¢6 thai: Spiramycin di qua nhau thai, nhung nong dé thudc trong mau thai nhi thap hon
trong mau ngudi me. Spiramycin khong gy tai bién khi dung cho ngudi dang mang thai.
- Thoi k cho con bii: Spiramycin bai tiét qua sita me vai nong do cao. Nén ngirng cho con bu khi
dang dung thude.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thude khong anh hudng cho ngudi lai xe va van hanh may moc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
- Dung spiramycin dong thoi voi thude udng ngira thai sé lam mét tac dung phong ngtra thu thai.
- Nong do levodopa trong huyét twong giam da dugc bao cao khi dung spiramycin cing voi
levodopa.
- Mot béo cdo xoan dinh & bénh nhan co hoi chimg QT kéo dai bam sinh khi diéu tri voi
spiramycin va mequitazin. Vi vy, can than trong khi sir dung céc thude nay.
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TAC DUNG KHONG MONG MUON (ADR):

Spiramycin hiém khi gay tac dung khong mong mudn nghiém trong.

- Thuong gap, ADR > 1/100

Tiéu héa: Budn non, non, tiéu chay, kho tiéu.

- It gap, 171000 < ADR < 1/100

Toan than: Mét moi, chay méau cam, d6 md héi, cam giac dé ép nguec. UA

Tiéu hoa: Viém két trang cap. / ' /

Da: Ban da, ngoai ban. may day.

- Hiém gap, ADR < 1/1000

Toan than: Phan tng phan vé, boi nhiém do dung dai ngay thude udng spiramycin.

Thong bao cho béc s nhig tac dung khong mong mudn gap phai khi str dung thudc.

QUA LIEU VA CACH XU TRIi:

Chura biét licu spiramycin gdy doc. Khi dung licu cao, c6 thé gdy rdi loan tiéu hoa: Budn nén,

non, tiéu chay. Co thé gap khoang QT kéo dai, hét dan khi ngimg diéu tri (dd gip & tré so sinh

ding liéu cao hodc & nguoi 16n tiém tinh mach ¢ nguy co kéo dai khoang QT)

Trong truong hop qua liéu, nén lam dién tim db dé do khoang QT, nhét la khi c6 kém theo cac

nguy co khac (giam kali huyet khoang QT. kéo dai bam sinh, két hop dung cac thude kéo dai

khoang QT va/hodc gy xoan dinh). Khong co thude giai doc. Diéu tri triéu ching.

DUQC LUC HQC: ‘

- La khang sinh nhém macrolid ¢6 phd khang khuan tuong tu phé khang khuan cua ery thromycin
' va clindamycin. Thubce ¢6 tac dung kim khuan trén vi khuan dang phan chia té bao. O cac nong
dd trong huye ét thanh, thude c6 tac dung kim khuan, nhung khi dat nong do & md thude co thé diét
khuan.

- Co ché tac dung cua thude 1a tac dung trén céc tieu don vi 508 cua ribosom vi khuan va ngan | 14p
can vi khuan tong hop protein. R ;
- O nhimg noi ¢6 mirc khang thudc rat thap, spiramycin c6 tac dung khang cac chung Gram | pyj
dwong, cac chung Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan 1on ching | HAP

Gonococcus, 75 % chung Streptococcus va Enterococcus. Cac chung Bordetella pertussis. ¥ 18
Corynebacteria, Chlamydia, Actinomyces, mot sd chung Mycoplasma va Toxoplasma cing nhay MES
cam vOi spiramycin. NR-T
- Spiramycin khong ¢6 tac dung voi cdc vi khuan duong rudt Gram am. Da co thong bao vé su dé
' khang cta vi khuan dbi v6i spiramycin, trong d6 co ca su khang chéo gitra spiramycin,
erythromycin va oleandomycin. Tuy nhién cac chung khang erythromycin déi lac van con nhay
cam voi spiramycin

DUQC DPONG HOQC:

- Spiramycin dugc hap thu khong hoan toan ¢ duong tiéu hoa. Thude udng duge hap thu khoang
20 - 50 % licu sir dung. Non;e dd dinh trong huyut tuong dat dugc trong vong 2 - 4 gio sau khi
udng. Néng do dinh trong huyét tuong sau khi udng liéu 1 g dat duge la 1 microgam/ml. Nong do
dinh trong mau sau liéu don c6 thé duy tri duge 4 dén 6 gio. Udng spiramycin khi ¢o thire an
trong da day lam giam nhiéu den sinh kha dung cua thude. Thire an lam giam khoang 70 % nong
do toi da cua thude trong huye ét thanh va lam cho thoi g gian dat dinh cham 2 gio.

- Spiramycin phan bé rong khap co thé. Thude dat nong do cao trong phoi. amidan. phé quan va
cac xoang. Spiramycin it tham nhap vao dich néo tuy. Non;c do thude trong huyét thanh co tac
dung kim khuan trong khoang 0.1 - 3,0 microgam/ml va nong d thude trong mé ¢o tac dung diét
khuan trong khoang 8 - 64 microgam/ml. Thudc udng splram)un co thoi gian ban phan bd ngan
(10.2 £ 3,72 phut). Thoi gian ban thai trung binh la 5 - 8 gio. Thude thai trir chu yéu & mat. Nong
do thude trong mat lon gap 15 - 40 lan nong do trong huyét thanh. Sau 36 gior chi ¢6 khoang 2 %
tong licu uong tim thay trong nuoc tiéu. |

BAO QUAN Noi kho, nhiét d dudi 30 °C, tranh anh sdng
HAN DUNG: 48 thang ké tir ngay san xuat. A
THUOC NAY CHI DUNG THEO DON CUA BAC SI.
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG. |
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
DE XA TAM TAY TRE EM.
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DOMESCO

NHA SAN XUAT VA PHAN PHOI A /[[/\
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO /
Dia chi: 66 - Qudc 16 30 — Phuong My Phii — TP Cao Lanh — Pong Thap

Dién thoai: 067. 3851950
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