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1. Nhin bao bi trye ti€p véi thudc.
a). Nhan vi 10 vién nén bao phim (Nhém - PVC) [r
S6'10 sdn xudt va han dang dugc in trén bao bi. |
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b). Nhin vi 10 vién nén bao phim (Nhém - nhém)
S6 10 sdn xudt va han diing dugc in trén bao bi.
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2. Nhin bao bi ngoai clia thudc
a). Nhian hop 2 vi x 10 vién nén bao phim (Nhém - PVC)
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THANH PHAN: Méi vién nén bao phim chia: CHI BINH, LIEU DUNG, CACH DUNG, crglk“/
- Spiramycin ... ..750.0001U  CHI BINH VA CAC THONG TIN KHAC: Xe
- Metronidazol 125mg  trongtédhudngdan st dung thudc kém theo.

BAO QUAN: Nai khé, nhigt dé dudi 30 °C, tranh anh sang.

THUGC KE BON
PRESCRIPTION ONLY

“Dorogyne”

Spiramycin - Metronidazol

207/%51

“ax3/aH “BIW/XSN

‘ Hoép 2 vix 10 vién nén bao phim
GMP-WHO - Boxof 2 blistersx 10 film-coated tablets
COMPOSITION: Eachfilm-coated tabletcontains: INDICATIONS, DOSAGE AND
- Spiramycin 750,0001U ADMINISTRATION, CONTRAINDICATIONS
- Metronidazole 125mg  AND OTHERINFORMATIONS: Read the package
STORAGE: Store in adry place, below 30°C, protect from insert.

light.
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b). Nhdn hp 1 vi x 10 vién nén bao phim (Nhoém - PVC)

35N 304349 LYISNI IDYHIV IHLATINIHYD aQvIH
NIYATIHD 40 HOV3IH 40 LNO 433N

ONNA [H) JPNKUL ONAG NS NYA DNONH AN D06

FsNoy-u| :suonesynads
S2DLH ﬁupnr 1BY2 UBNY2 NBI|
vON ‘Bay/Mas

(S00Z :STOLL DIVOSI B §10Z :L006 OSI PaLIID)
aaulnold deyy Buog ‘AuD yue 0e) ‘paep nud AW ‘0 Peod [eucnen ‘99 ‘o
'dH0D ¥OOLS-INIOF LHOdX3 LHOdWI TYIIg3IW 035IW04a

dey Buoa@yuyl ‘yue oed oyd yuey] yd AW BuNyd ‘05 O >9ND

(S00Z:STOLL DIVOSIBSLOZ:L006 OS) ueyu bun I%J
025IWO0A FLANYHN dVHN LYNXNYHd 0D ALON

dukdoso(q.

o)

:Aq paunyoejnuepy

{181 1ENX UP

W3 JHLAVLIWYLYX 3@

2ukSosoq

THANH PHAN: M&ivién nén bao phim chia:

- Spiramycin 750.0001U
- Metronidazol 125mg
BAO QUAN: Noi khé, nhiét do dudi 30 °C, tranh anh sang.

CHi BINH, LIEU DUNG, CACH DUNG, CHONG
CHI BINH VA CAC THONG TIN KHAC: Xem
trong t& huéng dan st dung thuéc kem theo.

201/XST

“dx3/QH “BJW/XSN

THUGC KE BON
PRESCRIPTION ONLY

“Doro

Spiramycin - Metronidazol

yne

DOMESCO

GMP-WHO

Hop 1 vix 10 vién nén bao phim
Box of 1 blisterx 10 film-coated tablets

COMPOSITION: Each film-coated tablet contains:
- Spiramycin ...... 750,000 1U
- Metronidazole 125mg
STORAGE: Store in adry place, below30°C, protect from  insert.
light.

INDICATIONS,
ADMINISTRATION, CONTRAINDICATIONS
AND OTHERINFORMATIONS: Read the package

DOSAGE AND
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¢). Nhdn hop 10 vi x 10 vién nén bao phim (Nhém - PVC)

THUOC KE BON

“Dorogyne’

Spiramycin - Metronidazol

DOMESCO

Spiramycin - Metronidazol
DOMESCO

GMP-WHO .

HAp 10 vi x 10 vién nén bao phim

Dorogyne’

Rx

THANH PHAN: Mé&i vién nén bao phim chia;

750.0001U

-Spiramycin -

- Metronidazol ..

CHI BINH, LIEU DUNG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC: Xem

trong tahudng dan st dung thuéc kém theo.
BAO QUAN: Noi kho, nhiét dé dudi 30°C, tranh anh sang.

Tiéu chudn chat lugng: TCCS

DEXATAMTAY TREEM
DOCKY HUGNG DAN SU DUNG TRUGC KHIDUNG

Sanxuattai:
CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO

5666, Qucio 30, Phuang My Pha, Thanh phé CaolLanh, Tinh BongTh&&

(Dat chl.rng nhan IS0 9001:2015 &I1SO/IEC 17025:2005)
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“Byn/XSN
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.125mg
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COMPOSITION: Each film-coated tablet contains:

........ 750,0001U

- Spiramycin
~Mettonldazole s s rsmra

INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS AND OTHER

INFORMATIONS: Read the package insert.
STORAGE: Storein adry place, below 30°C, protect from light.

Specifications: In-house

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

Manufactured by:

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

No. 66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Certified 1ISO 9001: 2015 & ISO/IEC 17025: 2005)

......... 125mg

TE.

Cao Lanh ngay Ot thang 0»2 nim 2018

Tran Thanh Phong



d). Nhan hop 2 vi x 10 vién nén bao phim (Nhém - nhdm)
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THANH PHAN: Méivién nén bac phim chia: CHI BINH, LIEU DUNG, CACH DUNG, CH G A
-Spiramycin - 750.0001U  BINH VA CACTHONG TIN KHAC: Xem trong tolsefig J’:
-Metronidazol ... 125mg  danstdungthudckémtheo. 2
BAO QUAN: Noikhd, nhiét d6 dudi30°C, trénh 4nh sang. “
o
= ]
£ THUOCKEDON Y
5

E—— «
X ® DOMESCO
Dorogyne

Spiramycin - Metronidazol

Hop 2 vix 10 vién nén bao phim
Box of 2 blisters x 10 film-coated tablets

COMPOSITION: Each film-coated tablet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Spiramycin .750,000/U  CONTRAINDICATIONS AND OTHER INFORMATIONS:
-Metronidazole .. .125mg  Readthe packageinsert.

STORAGE: Store in adry place, below 30°C, protect from light.
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€). Nhin hop 1 vi x 10 vién nén bao phim (Nhém - nhém)
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THANH PHAN: Mdi vién nén bao phim chua: CHI BINH, LIEU DUNG, CACH DUNG, CHONG cHI
- Spiramycin e 750000 1U BINH VA CACTHONG TIN KHAC: Xem trong t& hudng
= MELrONIHAZO| .ommusssssissssennnnnsennessasssssssanins 125mg  dénsidungthudckém theo.

BAO QUAN: Noikho, nhiét do dudi30°C, tranh anh sang.

30/XST

+d¥3/aH “BYW/XSN

THUGC KE DON

PRESCRIPTION ONLY d*
RX ® DOMESCO
Dorogyne

Spiramycin - Metronidazol

(3

Hép 1 vix 10 vién nén bao phim

GMP-WHO .- Box of 1 blister x 10 film-coated tablets
COMPOSITION: Each film-coated tablet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
-Spiramycin e 750,000 1U CONTRAINDICATIONS AND OTHER INFORMATIONS:
- Metronidazole ... ... sassmssomsussmssssmassasie 125mg  Readthepackage insert.

STORAGE: Storein adry place, below 30 °C, protect from light.

Tran Thanh Phong



). Nhan hép 10 vi x 10 vién nén bao phim (Nhom - nhém)

Dorogyne -

Spiramycin - Metronidazol

n BB EEn 2 :
GMP-WHO . H&p 10 vix 10 vién nén bao phim

Spiramycin - Metronidazol
DOMESCO

Dorogyne’

Rx

THANH PHAN: Méivién nén bao phim chua:
- SPIFaMYCIN oo eeeesesseceenne .750.0001U

o VB OV RO s s i o e T e ey e 125mg
CHIDINH, LIEU DUNG, CACH DUNG, CHONG CHI DINH VA CACTHONG TIN KHAC: Xem trong
t&hudng dan strdung thudc kém theo,

BAO QUAN: Noi khé, nhigt dé dudi30°C, tranh anh sang.

Tiéu chudn chét luong: TCCS SPK: ...

DEXATAMTAY TREEM _
DOCKYHUGNG DAN SUDUNG TRUGC KHI DUNG

Sanxuattai:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
$866,Qudc|d 30, Phuang My Phu, Thanh phé Cac Lanh, Tinh Béng Thap
(Patchung nhan1509001:2015 & ISO/IEC 17025:2005)
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COMPOSITION: Each film-coated tablet contains:

Y CIN e s e i ks s s e T e s oA s e R B e 750,01

- MIBIPONIERIONE i s it st i 125
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS AND OTHE
INFORMATIONS: Read the package insert.

STORAGE:Storein adry place, below30°C, protect from light.

Specifications: In-house ReguNos s

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

Manufactured by:

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.

No. 66, National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Certified ISO 9001: 2015 & ISO/IEC 17025: 2005)
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Rx

DOROGYNE®

e Thudc nay chi dung theo don thuéc.

e Pocky huédng dan sir dung trudc khi ding.

o DéE xa tam tay tré em.

e TO huéng dan si dung néu tom tat cac thong tin quan trong cta thudc. Néu can thém
thong tin, xin héi y kién bac sy hoac dugc sy.

THANH PHAN CONG THU'C THUOC: Méi vién nén bao phim chia:
Thanh phan dugc chat: Spiramycin 750.000 IU

Metronidazol 125 mg
Thanh phan ta duogc: Lactose, Starch 1500, Microcrystallin cellulose PH101, Povidon K30, Natri
croscarmellose, Magnesi stearat, Colloidal silicon dioxid A200, Hydroxypropyl methylcellulose 15¢P,
Hydroxypropyl methylcellulose 6cP, Polyethylen glycol 6000, Talc, Titan dioxid, Mau Ponceau 4R
lake.
DANG BAO CHE: Vién nén bao phim.
Mé ta dac di€m bén ngoai clia thudc: Vién nén bao phim mau dé, hinh tron, hai mét 16i, mot
mat vién c6 khac vach, hinh ngdi sao va sé 4618, canh va thanh vién lanh Idn. Nhan thuéc bén
trong mau trang nga.
CHi PINH:
- Cac bénh nhiém khuan rang miéng c&p, man tinh hoac tai phat nhu ap xe rang, viém tay, viém
mo té bao quanh xuong ham, viém quanh than rang, viém nudu, viém nha chu, viém miéng,
viém tuyén mang tai, viém dudi ham.
- Phong céc bénh nhiém khuan rang miéng sau phau thuat.
LIEU DUNG, CACH DUNG:

Liéu dung:
Luén dung thudc dang liéu lugng trong don thudc. . i
- Ngudi I6n: 4 - 6 vién/ngay, chia 2 - 3 lan. Trudng hgp nang, cé thé st dung 8 v%géy.

-Tré em tir 6 ~ 9 tudi: 2 vién/ngay, chia 2 lan.
Tré em tir 10 - 15 tudi: 3 vién/ngay, chia 3 lan.
- Phong céc bénh nhiém khuan rang miéng sau phau thuat:
+ Nguai Ién: 4 - 6 vién/ngay, chia 2 - 3 lan trong bra an.
+ Tré em:
- Tl 6 - 9 tudi: 2 vién/ngay, chia 2 lan.
- TU 10 - 15 tudi: 3 vién/ngay, chia 3 lan.
Cach dung: DUng udng, udng vién thudc véi moét ly nudc trong cac bira an.
Truong hop quén uéng mét liéu dung: Hay uéng ngay khi nhé ra. Néu thai gian gan véi lan
dung thuéc tiép theo, bd qua liéu da quén va hay dung liéu tiép theo vao thdi gian thudng Ié.
Khéng dung liéu gép déi dé bu vao liéu da quén.
Trudng hgp uéng qué nhiéu vién thudc: Hay gap ngay bac sy hoac tdi khoa Héi stc - Cap ctiu
cUa bénh vién gan nhat.
CHONG CHi PINH:
- Qua man vdi imidazol hodc spiramycin hay bat ky thanh phan khéc cla thuéc.
- Dang bao ché ctia thuéc khéng thich hop st dung cho tré em dudi 6 tudi.
- Disulfiram, rugu (xem & phan tuong tac thudc).
CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Ngling diéu tri khi mat diéu hoa van déng, chéng mat, 1an tam than.




- Luu ¥ nguy co c6 thé tram trong thém trang thai tdm than & ngudi bi bénh than kinh trung
uong hay ngoai bién, 6n dinh hay tién trién.

- Khong udng rugu (hiéu ing giéng disulfiram).

- Theo ddi cdng thic bach cau trong trudng hop co tién sl réi loan thé tang mau hoac diéu tri
vdi liéu cao va kéo dai. Néu bi giam bach cau, viéc tiép tuc diéu tri hay khéng tly thudc vao muic
dé nhiém khuan.

- Khéng nén dung cho phu ni ¢é thai trong 3 thang dau hoac dang nudi con bu.

- Thén trong khi dung spiramycin cho ngudi réi loan chiic ndng gan vi thudc co6 thé gay doc cho
gan.

- Thuéc c6 chia lactose. Bénh nhan c6 van dé vé dung nap galactose, bénh nhan thiéu hut
enzym Lapp lactase hoac kém hap thu glucose-galactose khéng nén dung thuéc nay.

- Thuéc cé chita mau Ponceau 4R lake, c6 thé gay cac phan ing di ing.

St dung thuéc cho phu nii ¢6 thai va cho con bu:

- Th&i ky mang thai:

+ Metronidazol:

. 0 déng vat, metronidazol khéng gay quéi thai va khong doc véi phoi thai.

. O ngudi, thubc qua dugc nhau thai, nén tranh dung thuéc trong 3 thang dau clia thai ky.

+ Spiramycin:

Spiramycin cé thé dugc xem xét sit dung trong qua trinh mang thai néu can thiét. Cho dén nay,
viéc st dung spiramycin cho phu nt mang thai khéng cho thay gay quai thai hoac gay déc cho
bao thai.

- Thdi ky cho con bu:

Metronidazol va spiramycin qua stta me, do d6 tranh st dung thudc trong thai gian cho con bu.
Anh huéng ctia thudc Ién kha nang lai xe, van hanh may méc:

Thuéc ¢6 thé gay cac nguy co tiém an nhu chéng mat, 14 1an, do giac hoac co giat. Bénh nhan
khéng nén dung thudc khi lai xe, van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Tuong tac cia thudc

* Lién quan dén spiramycin: ‘

- Than trong khi phéi hop véi levodopa, lién quan dén carbidopa: Uc ché& su ha carbidopa
véi viéc gidm nong do levodopa trong huyét tuong. Theo déi lam sang va diéu chinh liéu
levodopa.

* Lién quan dén metronidazol:

- Két hgp vdi Disulfiram sé dan dén con hoang tudng va réi loan tam than.

- DUng d6ng thdi véi rugu gay hiéu Ung giong disulfiram (ndéng, do, nén, tim dap nhanh).

- Théan trong khi phéi hgp véi cac thudc chéng déng mau dung uéng (warfarin), lam tang tac
dung thudéc chéng déng mau va tdng nguy cd xuat huyét (do gidm su chuyén héa & gan). Kiém
tra thudng xuyén ham lugng prothrombin. Biéu chinh liéu dung cla thuéc chéng déng trong
thai gian diéu tri véi metronidazol dén 8 ngay sau khi ngung diéu tri.

- Metronidazol lam tang tac dung clia cac dan chat curare khong khir cuc (vecuronium).

- Metronidazol lam giam su thanh thai clda 5 Fluoro-uracil va do dé lam tang doc tinh cta 5
Fluoro-uracil.

- Metronidazol c6 thé lam tang néng dé lithium huyét.

- Metronidazol c6 thé lam bat déng xodn khuan, do d6 lam sai két qua xét nghiém Nelson.
Tuong ky ctia thudc:

Do khéng cé cac nghién clu vé tinh tuong ky cta thuéc dung duong uéng, khéng trén lan
thudc nay vdi cac thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

- Réi loan tiéu hoa nhu dau da day, buén nén, nén ma, tiéu chay.

- Cac phan ung di tng: N&i may day.
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* Lién quan dén Spiramycin:

- [t g&p: Mét maéi, chdy mau cam, d6 mé hoi, cdm giac dé ép nguc; viém két trang cap; ban da,
ngoai ban, may day.

- Hiém gap: Phan (ing phan vé, béi nhiém do dung dai ngay.

* [ién quan dén metronidazol:

- Vi kim loai trong miéng, viém ludi, viém miéng. Giam bach cau vira phai, phuc héi ngay sau khi
nging thuéc.

- Hiém khi chéng mat, hién tugng mat diéu hoa van dong, di cdm, viém da than kinh cam giac va
van déng do thai gian diéu tri kéo dai.

- Nudc tiéu sam mau do sy hién dién clia cac sic té tan trong nudc tao ra tir su chuyén hoa
thudc.

QUA LIEU VA CACH XU TRi:

Triéu chitng va biéu hién khi s&r dung thudc qua liéu:

Lién quan dén spiramycin:

Khong cé liéu doc hai dugce biét déi vai spiramycin.

Cac trieu ching qua liéu c6 thé dugc thdy & dudng tiéu hda: Budn nén, nén, tiéu chay. Cac
trudng hop kéo dai khodng QT da dugc quan sat & tré so sinh dugc diéu tri véi liéu cao
spiramycin va sau khi tiém tinh mach spiramycin & nhiing bénh nhan cé nguy co kéo dai khoéng
QT. Néu dung qua liéu spiramycin, can theo déi khoang QT trén dién tam do, dac biét la khi cé
nhing yéu té khac lién quan dén nguy co (ha kali mau, kéo dai cia khoang QTc bam sinh, hén
hgp nhiéu thudc gay kéo dai khoang QT va/hoac gay loan nhip xoan dinh).

Lién quan dén metronidazol:

Metronidazol uéng mét liéu duy nhéat téi 15 g da dugc bao cdo. Cac triéu chiing bao gém buén
nén, ndn, mat diéu hoa va mét phuong hudng nhe. Tac dung déc than kinh gém c¢6 co giat, viém
day than kinh ngoai bién d& dugc bao céo sau 5 tdi 7 ngay dung liéu 6 - 10,4 g cach 2 ngay/lan.
Cach xtt tri khi dung thuéc qua liéu

Khong c6 thudc gidi doc dac hiéu cho spiramycin hay metronidazol. Trong truéng hgp qua liéu,
diéu tri triéu ching.

DAC TINH DUOC LUC HOC:

Nhém duoc ly: Két hop clia khéng sinh spiramycin (nhém macrolid) va khang sinh n%dazol
(nhém 5-nitroimidazol), ding cho cac bénh nhiém khuan rang miéng.

Ma ATC: JOTRAO4.

Dorogyne la thuéc phéi hop gilia spiramycin khang sinh nhém macrolid va metronidazol khang
sinh nhom 5-nitroimidazol, déc tri cac bénh nhiém khuan rang miéng.

Spiramycin

- Spiramycin la khang sinh nhém macrolid. Thudc ¢6 tac dung kim khudn trén vi khuan dang
phan chia t& bao. G cac ndng d6 trong huyét thanh, thuéc c6 tac dung kim khuén, nhung khi dat
nong dé & mé thudc cé thé diét khudn. Co ché tac dung ctia thudc la tadc dung trén cac tiéu don
vi 50S clia ribosom vi khuan va ngan can vi khuan téng hap protein.

- 0 nhimng nai cé muc khang thuéc rat thap, spiramycin cé tac dung khang cac ching Gram
duong, cac chiung Coccus nhu Staphylococcus, Pneumococcus, Meningococcus, phan 16n ching
Gonococcus, 75 % ching Streptococcus va Enterococcus. Cac chidng Bordetella pertussis,
Corynebacteria, Chlamydia, Actinomyces, mét sé chiing Mycoplasma va Toxoplasma cing nhay
cam vai spiramycin. Spiramycin khong co tac dung vdi cac vi khudn dudng rudt Gram dm. Cling
da c6 théng béo vé su dé khang cla vi khuan doi véi spiramycin, trong d6é cé ca su khang chéo
gilta spiramycin, erythromycin va oleandomycin.

Metronidazol

- Metronidazol la mét dan chat 5-nitroimidazol, c6 phé hoat tinh réng trén déng vat nguyén sinh
nhu amip, Giardia va trén vi khuan ky khi.

- Co ché tac dung cua metronidazol con chua that rd. Trong ky sinh tring, nhém 5-nitro cla
thudc bi khir thanh cac chat trung gian doc vai té bao. Cac chat nay lién két véi cau tric xoan cla
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phan t& DNA lam v cac sgi nay va cudi cung lam té bao chét. Nong dé trung binh c6 hiéu qua
clia metronidazol 1a 8 mcg/ml hodc thap hon déi véi hadu hét cac ddng vat nguyén sinh va céac vi
khuan nhay cdm. Néng d6 téi thiéu tic ché (MIC) cac ching nhay cdm khoang 0,5 mcg/ml. Mét
chung vi khuan khi phan lap dugc coi la nhay cdm véi thuéc khi MIC khéng qua 16 meg/ml.

- Metronidazol la mot thudc rat manh trong diéu tri nhiém déng vat nguyén sinh nhu
Entamoeba histolytica, Giardia lamblia va Trichomonas vaginalis. Metronidazol co tac dung diét
khuan trén Bacteroides, Fusobacterium va cac vi khuan ky khi bat budc khac, nhung khong ¢é tac
dung trén vi khudn ai khi. Metronidazol chi bi khang trong mét sé it trudng hgp. Tuy nhién khi
dung metronidazol don déc dé diéu tri Campylobacter/ Helicobacter pylori thi khang thuéc phat
trién kha nhanh. Khi bi nhiém ca vi khuan ai khi va ky khi, phai ph&i hap metronidazol véi cac
thudc khang khuén khac.

- Nhiém Trichomonas vaginalis c6 thé diéu tri bang uéng metronidazol. Ca phu nit va nam gidi
déu phai diéu tri, vi nam gidi cé thé mang mam bénh ma khéng cé triéu ching.

- Metronidazol la thu6c diéu tri chuan cla tiéu chay kéo dai va sut can do Giardia. Metronidazol
la thuéc duoc lua chon dau tién dé diéu tri ly cap tinh va dp xe gan nang do amip, tuy liéu dling
c6 khac nhau.

- Metronidazol tac dung tét chéng Bacteroides nén thudng dung lam thuéc chudn dé phong
bénh trudc phau thuat da day - ruét.

- Metronidazol dugc chon dung trong tiéu chdy do Clostridium difficile.

Tdc dung hiép luc: Cac CMI trung binh cta 2 hoat chat riéng lé hoac khi phéi hgp cho thay ¢6 su
hiép luc ic ché mot s6 chiing vi khuan nhay cam.

CMI tinh bang mcg/ml
Chang Bacteroides melaninogenic fragilis
Metronidazol 0,25 0,5
Metronidazol + spiramycin 0,125 mcg/ml 0,062 0125
Spiramycin 2 32
Spiramycin + metronidazol 0,125 mcg/ml 0,125 2 /

Nhu vay, déi vdi B.fragilis, chi can spiramycin 16 lan it hon va metronidazol 4 lan it hdﬁ‘/

DAC TINH DUQGC DONG HOC:

* Spiramycin:

- Hap thu: Spiramycin hap thu nhanh nhung khéng hoan toan. Su hap thu khéng anh hudng bai
thdcan.

- Phén bé: Sau khi uéng liéu 6 M.L.U, néng dé huyét thanh t&i da dat 3,3 mcg/ml. Thai gian ban
thai cta huyét tuong khoang 8 gid. Spiramycin khéng vao dich néo tly, spiramycin di qua sia
me. Spiramycin lién két véi protein huyét tuong thap (10 %). Spiramycin phan bo tot vao nudc
bot va mé (phéi: 20 - 60 mcg/g, xuong: 5 -100 mcg/g). Sau khi ngung diéu tri mudi ngay, van con
5 - 7 mcg/g spiramycin trong la lach, gan, than. Macrolid tham nhap va tich lQy trong thuc bao
(bach céu trung tinh, bach cau don nhan, dai thuc bao phé nang va mang bung). G ngudi dat
néng dé cao trong noi thuc bao. Bac tinh nay giai thich hoat tinh ctia cac macrolid doi véi cac vi
khuan ndi bao.

- Chuyén hoa: Spiramycin dugc chuyén hoda & gan, cac chat chuyén hoda c6 hoat tinh nhung
khong ro.

- Thai trir: Qua nudc tiéu (10 % liéu uéng), thai trir rat nhiéu qua mat (néng d6 trong mat cao hon
15 dé&n 40 lan so v&i néng do trong huyét thanh). Mot lugng dang ké spiramycin dugc tim thay
trong phan.

* Metronidazol:

- Hap thu: Sau khi uéng, metronidazol dugc hap thu nhanh, it nhat 80 % trong maét gid. Sinh kha
dung dudng uéng la 100 %, khéng thay déi dang ké bdi lugng thic an.

- Phéan bé: Khoang 1 gid sau khi uong liéu duy nhat 500 mg, nong do huyét thanh toi da dat
trung binh 10 mcg/ml. Sau 3 gi®, néng do trong huyét thanh trung binh la 13,5 mcg/ml. Thoi
gian ban thai ctia huyét tuang 8 - 10 gidr. Thudc lién két vdi protein huyét thap (it hon 20 %). Thé
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tich phan b cao khoang 40 lit (0,65 lit/kg). Khuéch tan nhanh va manh véi néng d6 & phdi, than,
gan, da, mat, dich nao tay, nudc bot, tinh dich, dich tiét am dao gan bang néng dé huyét thanh.
Cac metronidazol qua dugc hang rao nhau thai va di vao sira me.

- Chuyén héa: Metronidazol chuyén héa chl yéu & gan, bi oxy hoéa cho ra 2 chét chuyén héa
chinh: Chat chuyén héa "hydroxy", la chat chuyén héa chinh cé hoat tinh diét khuan chéng lai
cac vi khuan ky khi khodng 30 % so vdi metronidazol, thi gian ban thai khoang 11 gid; chat
chuyén hda "acid" véi s6 lugng nho va c6 hoat tinh diét khuan khoang 5 % so véi metronidazol.

- Thai trit: Néng d6 metronidazol & gan va mat cao, & két trang thap. It bai tiét qua phan, bai tiét
chii yéu qua nudc tiéu do metronidazol va céc chat chuyén hoéa oxy hda hién dién trong nudc
tiéu chiém khodng 35 - 65 % liéu dung.

* Su khuéch tén vao cac mé vung rang miéng:

Hai hoat chat thanh phan trong vién thudc tap trung trong nudc bot, nudu va xudng 6 rang.
Néng d6 spiramycin va metronidazol (mcg/ml hodc meg/g) do & ngudi 2 gid sau khi uéng 2 vién
nhu sau:

Nong do Huyét thanh Nudc bot NudGu Xuong 6 rang
Spiramycin 0,68 +0,22 1,54 £ 0,41 26,63 £ 9,65 113,9+41,16
Metronidazol 35,03 +12,35 15,32% 5,16 743 +6,34 5743+ 2,72

QUY CACH PONG GO!I:

Hoép 1 vix 10 vién, hop 2 vix 10 vién, hop 10 vix 10 vién.
DIEU KIEN BAO QUAN:

Bao quan &: Noi khé, nhiét d6 dudi 30 °C, tranh anh sang. :m}‘
Bao quan trong bao bi géc cla thudc. X
HAN DUNG: 48 thang ké tir ngay san xuat. Khong dung thuéc qua han st dung da ghi tren \
nhan.

TIEU CHUAN CHAT LUQNG: TCCS.

\:;

CO SO SAN XUAT:
CONG TY CG PHAN XUAT NHAP KHAU Y TE DOMESCO
ét/ Bia chi: S6 66, Quéc 16 30, Phudng My Phu, Thanh phé Cao Lanh, Tinh Bong
w,m, Pién thoai: 0277. 3851950
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