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RX Prescription drug
10 x 10 CAPSULES

DOXYCYCLINE
Capsules BP 100mg

Composition:

Each hard gelatin capsule contains:
Doxycycline Hyclate BP

equivalent to Anhydrous
Doxycycline. 00mg
Excipients... osi0: i 8:

Approved colours used for
capsule shells.

Dosage : As directed by the physician.

Storage:
Store at temperature not exceeding 30°C.

Keep out of reach of children.
Read carefully package insert before use.
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RX Thuéc ban theo don
Hop 10 Vix 10 Vién

DOXYCYCLINE
Capsules BP 100mg

Thanh phin:

Mai vién nang cimg co chira:
Doxycyclin Hyclat BP twong dwong
Doxycyclin khan -...100mg
Lidu lrgng & Céch diy
Theo chi din cia thiy thude

Chi djnh, chéng chi djnh, khuyén céo,
tic dung ngoai ¥ va cdc thong tin khéc :
Xin xem huéng dn sir dung trong hop
Biio quin: O nhiét d) khong qué 30°C

Tiéu chudn chét rgng: BP 2017

Dé thube xa tim tay tré em.

Doc ky huémg dan sir dung truge khi ding.
Mfg. Lic. No.:379-B(H)

Visa No. (S5 DK):

Lot No. (56 16 SX)

Mfg.Date (Ngay SX) :

Exp.Date (Han ding):

DNNK: coocreerersrens

§,_  San xuét boi:
RAWN

LABORATORIES LTD.
13, NIT, Industrial Area,
Faridabad - 121001, Haryana, An D6.

Product Name: DOXYCYCLINE

75% Pantone 159 C
C-0-M-20 Y-40 K-0

B C-0-M-0 Y-0 K-100
Artwork Code:
Master No. : 23
Carton : Length: 75MM Width : 58 MM Height : 77MM

Coating : U V Coating

Paper : ITC Pearl Graphic 300 gsm

Country : Vietnam

Registration No. :

Prepared by | Checked by Reviewed by

Approved by

Approval by

Artwork Deptt. Q.C

R.A

Q.A.
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Each hard gelatin capsule contains:
Doxycycline Hyclate BP
equivalent to Anhydrous
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Product Name: DOXYCYCLINE

Artwork Code:

75% Pantone 159 C
C-0-M-20 Y-40 K-0

I C-0-M-0 Y-0 K-100

Master No. : 23

Foil : Length: 155MM Width : 35MM

Aluminium 0.025 Blister

Country : Vietnam

Registration No. :
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Rx
To huwéng dan sir dung thude

1. Tén thube: DOXYCYCLINE CAPSULES BP

2. Cac diu hiéu lwu y va khuyén cao khi ding thude

Doc ki huong dan sie dung truce khi ding

Dé xa tam tay tré em.

Théng béo cho bac st hode dicge sT nhitng tde dung khéng mong muén gap phai khi sic dung
thudc.

Thuée nay chi dimg theo don thudc

3. Thanh phén cong thire thude

Méi vién nang clmg chira: (DT

Thanh phan hoat chat: _

Doxycyclin hyclat tuong duong doxycyclin khan 100 mg

Thanh phan ta dugc:

Cellulose vi tinh thé, silic keo khan, magnesi stearat, vé nang cing gelatin ¢& 2’

4. Dang bao ché: vién nang cling

M6 ta: Vién nang cirmg mau xanh bén trong chira bt mau vang

5. Chi dinh

Doxycyclin dugc chi dinh dé diéu tri: bénh Brucella; bénh ta do Vibrio choler; u hat ben do
Calymma-tobacterium granulomatis; hong ban loang man tinh do Borrelia burgdorferi; sOt
hdi quy do Borrelia recurrentis; viém niéu dao khong dac hiéu do Ureaplasma urealyticum:
"viém phoi khong dién hinh" do Mycoplasma pneumoniae; bénh do Rickettia rickettii; bénh
st Q va bénh do Rickettsia akari; bénh sét ven do Chlamydia psittaci; cac bénh Nicolas -
Favre, viém két mac hat vui, viém niéu dao khong dac hiéu va viém o tur cung do Chlamydia
trachomatis: viém phoi do Chlamydia preumoniae.

Doxycyclin cling duoc chi dinh dé du phong sot rét do Plasmodium falciparum cho ngudi di
du lich thoi gian ngin dén ving co ching ky sinh trung khang cloroquin va/hodc
pyrimethamin - sulfadoxin.

6. Cach dung, liéu ding

Liéu udng thich hop thay déi tuy theo tinh chat va mac do ning cda nhiém khuan. Liéu
doxycyclin cho ngudi 16n 1a 100 mg, ngay mot lan hodc ngay 2 lan khi nhim khuédn nang.
Liéu cho tré em trén 8 tudi 1a 4 dén 5 mg/kg/ngay, chia thanh 2 liéu bang nhau, ctr 12 gio mot
lan trong ngay dau, sau d6 uéng mot nira lugng nay (2 dén 2.5 mg/kg), mot lan duy nhét trong
ngay.

D6i v6i bénh nang, udng lidu 2 dén 2.5 mg/kg, cir 12 gid mot lan.
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Pé du phong sét rét & nguoi 16n, udng 100 mg, ngay mot lan. Liéu phap du phong bat dau 1
hodc 2 ngay trude khi dén viing sét rét, tiép tuc udng hang ngay, va 4 tuan sau khi roi ving sot
rét.

Liéu dung trong suy than: Mac du doxycyclin ciing thai trir qua than, nguoi suy than thuong
khong can giam liéu vi doxycyclin con thai trir qua gan, dudng mat va duong tiéu hod.

7. Chong chi dinh

Thubc chdng chi dinh trong céac truong hop:

- Qué man cam vd&i cac tetracyclin, hodc thude gdy té "loai cain" (vi du, lidocain, procain).

- Tré em dudi 12 tudi.

- Bénh nhan suy gan néng.

- Phu nir c6 thai va phu nir cho con bu. %

—_
¥ L)

8. Canh bao va than trong khi dung thube
Suw dung trén bénh nhdn suy chirc nang gan

Doxycyclin nén dugc dung than trong voi bénh nhéan suy chirc nang gan hodc bénh nhan dang

st dung céc thube cé nguy co gy doc gan. W
Churc nang gan bat thuong da duoc ghi nhan hiém gap va xay ra bsi ca duong ubng va duong
tiém khi s dung céc tetracycline, ké ca doxycyclin.

Sw dung trén bénh nhdn suy chitc nang than

Doxycyclin thai trir qua than khoang 40% trong 72 gio trén bénh nhan c6 chirc nang than binh
thuong. Ty 1& nay c6 thé giam xudng chi con 1-5% trong 72 gid trén bénh nhan suy chiic ning
than nang (do thanh thai creatinin dudi 10 ml/phut). Cac nghién ctru da cho thay rang, khong
¢6 su khac nhau dang ké vé thoi gian ban thai huyét thanh ctia doxycyclin gitta bénh nhan c6
chirc nang than binh thuong va bénh nhan suy giam chic nang than. Loc mau khong lam thay
d6i thoi gian ban thai huyét thanh cua doxycyclin. Hoat tinh khang - dong héa c6 thé lam ting
ure mau. Céc nghién ctru cho thay rang hoat tinh nay khong xay ra khi dung doxycyclin trén
bénh nhan suy giam chic nang than.

Nhay cam voi anh sang

Su nhay cam véi anh sang biéu hién boi phan ing ram ning qua mic da quan sat dugc trén
mot s6 bénh nhan str dung céc tetracyclin, ké ca doxycyclin. Cac bénh nhan phai tiép xuc truc
tiép voi anh néng hoac tia UV nén duoc khuyén cdo rang phan tng nay cé thé xay ra khi dang
ding céc khang sinh tetracyclin va nén ngimg thude khi xuat hién dau hiéu ban do da dau tién.
Phdt trién qud mirc

Viée str dung khang sinh ¢6 thé dan téi su phat trién qua muic cta céc vi sinh vét khong nhay
cam ké ca Candida. Néu mot vi sinh vat khang thude xuat hién, can ngirng str dung khang sinh
va bat dau céc liéu phap diéu tri thich hop.

Viem rudt ket mang gia
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Viém rudt két mang gia duoc bao céo véi hau hét tét ca cac khang sinh, ké ca doxycyclin véi
muc do nghiém trong tor nhe dén de doa tinh mang. Viéc xem xét chan doan nay trén bénh
nhén bi tiéu chay sau khi st dung khang sinh 1a rat quan trong.
Tiéu chay do Clostridium difficile (CDAD) da duoc bao céo khi sir dung véi hau hét tat ca cac
khang sinh, ké ca doxycyclin, véi mirc do nghiém trong tir tiéu chay nhe dén tir vong do viém
dai trang. Viéc diéu tri bang cac khang sinh lam thay doi hé vi khuan chi binh thuong dan toi
su phat trién qua muc C. difficile.
C. difficile tao ra cac chét doc bang A va B, la nhiing chat gp phan lam tién dién CDAD.
Céc dong C. difficile tao doc t6 lam tang ty 1& méac phai va tir vong, vi nhitng nhiém khuan nay
thuong kho diéu tri v6i cac khang sinh va c6 thé yéu cau dén thi thuat cit bo ruot két. CDAD
phai dugc xem xét trén tat ca bénh nhan bi tiéu chay sau khi str dung khang sinh. Tién st dung
thude 1a can thiét vi CDAD da duoc ghi nhan xay ra sau hon 2 thang sir dung khang sinh.
Viem thuc quan
Céc trudng hop viém va loét thuc quan da duoc béo cdo trén bénh nhan st dung thude trong
nhom tetracyclin, ké ca doxycyclin. Hau hét bénh nhan nay sir dung thudc ngay trude khi di
ngi hodc udng thude véi luong nude khong di. @T
Réi logn chuyén héa Porphyria /
C6 béo céo hiém gdp vé roi loan chuyén héa Porphyria trén cac bénh nhan dung tetracyclin.
— - Bénh-hoa liy= o=
Khi dang diéu tri bénh hoa liéu va nghi ngd méc kém bénh giang mai, can thuc hién cac quy
trinh chan doéan thich hop, ké ca cac xét nghiém truong ti. Trong ca truong hop nay, xét
nghiém huyét thanh nén duoc kiém tra it nhét trong 4 thang.
Nhiém lién cau khuan tan mdu f3
Nhiém khuén do lién cau tan mau f nhém A nén duoc diéu tri it nhat trong 10 ngay.
Pau than kinh
Do kha nang phong bé than kinh co yéu, can than trong khi sir dung tetracyclin cho cac bénh
nhén bi dau than kinh
Lupus ban do hé thong
Tetracyclin c6 thé 1am tang tinh trang bénh lupus ban do hé thong.
Methoxyfluran
Can than trong khi sir dung tetracyclin véi methoxyfluran.
9. Str dung thude cho phu nir c6 thai va cho con bu
Su dung cho phu nit cé thai
Céc tetracyclin phan bd qua nhau thai; khong dung doxycyclin trong nira cudi thai ky vi
doxycyclin ¢6 thé gdy bién mau rang vinh vién, giam san men rang, va cé thé tich luy trong
xuong, gdy roi loan cdu tric xuong. Ngoai ra, co thé xay ra gan nhiém mé& o phu nir mang

thai, dac biét khi tiém tinh mach liéu cao.

h A\,
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Su dung cho phu nit dang cho con bu

Doxycyclin duge bai tiét vao sira va tao phirc hop khong hap thu dugc voi canxi trong sira.

10. Anh huéng ciia thude 1én kha ning lai xe, van hanh may méc

Anh huong cua doxycyclin trén kha nang lai xe hodc van hanh may méc chua duoc nghién
ctiu. Khong c¢6 bang chirmg nao cho thdy doxyeyclin c¢6 thé anh huong dén kha nang nay.

11. Twong tac, twong ky ciia thude

Dung dong thoi doxycyelin véi thude khang acid chira nhom, calci, hodc magnesi ¢6 thé lam
giam tac dung ctia thude khang sinh; voi sit va bismuth subsalicylat, ¢6 thé lam giam sinh kha
dung cua doxycyclin; véi barbiturat, phenytoin, va carbamazepin, cé thé 1am giam nira doi cua
doxycyclin; voi warfarin, ¢6 thé lam ting tac dung cua thude chdng dong.

12. Tac dung khong mong mudn cia thube

Cdc truong hop can ngirng sur dung thuoc khi gap phai: %

- Tho kho khe dot ngdt, khd tho, dau nguc, sot, sung mi m/ét, sung mat hoac moi, phat ban
hodc ngtra (ddc biét trén toan co thé)

- Phan Gng da nghiém trong nhu hong ban da dang, hoi ching Stevens-Johnson hoic hoi
chimg hoai tir thuong bi do nhiém doc, bong troc da nghiém trong, phéat ban hoidc ngta (dic
biét trén toan co thé)

- S6t, sung hach bach huyét hodc phat ban da. Pay c6 thé 1a cac triéu chimg cua hoi ching
DRESS (Phan tng thudc véi tang bach cdu ai toan va cac triéu chimg toan than), c6 thé
nghiém trong va de doa dén tinh mang.

- Dau dau ndang kem theo thay ddi thi luc va nhin mo hodc nhin déi, hodc mat thi luc. Mat thi
luc vinh vién d& duoc bao cao.

- Viém rudt gy roi loan da day, chan an, tiéu chay kéo dai hodc tidu chay ra mau.

- Viém mang ngoai tim

Cac truong hop phai thong bao cho bac sy, duoc sy khi gap phdai:

- Viém hodc loét thuc quan

- R6i loan vé méu, do thay doi vé s6 luong cac té bao mau. Cac triéu ching cé thé bao gdom
mét moi, dé bam tim

- Thiéu mau tan méu (sé luong té bao hong cau thap). Cac du hiéu gdm c6 mét moi, dau dau,
tho gap khi tap luyén, chong mit kém vang da va/hodc vang mit

- Huyét ap thap

- Nhip tim tédng

- Nhirc khép hoac co

- Dau da day va tiéu chay

Cac phan ung co hai dieoc phdan nhom theo tan sudt nhw sau:

Thuong gap, ADR > 1/100

Tieu hoa: Viém thuc quan
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Khéac: Bién mau rang O tré em.

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

Da: Ban. man cdm anh sang.

Tiéu hoa: Budn non, ia chay.

Mau: Giam bach cau trung tinh, tang bach cau ua eosin.

Tai chd: Viém tinh mach.

Hiém gap. ADR < 1/1000

Hé than kinh trung uwong: Tang ap luc ndi so lanh tinh, thép phong & tré nho.

Gan: Doc hai gan.

13. Qua liéu va cach xir tri

Qua liéu cip tinh voi khang sinh 1a hiém. Trong truong hop qué licu, két hop rira da day va
diéu tri hd tro.

Loc mau khong lam thay doi nira doi huyét tuong va do dé s& khong co loi trong diéu tri cac
truong hop qua liéu.

14. Pic tinh dwoc lue hoc ®7

Nhom dugce ly: Khang sinh nhom Tetracyclin -

Ma ATC: AOTAB22

Doxycyclin 1a khang sinh phé rong, ¢ tac dung kim khudn. Thude e ché vi khuan tong hop
protein do gin vao tiéu don vi 30 S va c6 thé ca véi 50 S cia ribosom vi khuan nhay cam;
thude ciing ¢6 thé gay thay doi & mang bao tuong. Doxycyclin ¢6 pham vi khang khuan rong
v6i vi khuan ua khi va ky khi Gram duong va Gram am, va ca voi mét s6 vi sinh vat khang
thudc tac dung véi thanh té bao, nhu Rickettsia, Coxiella burnetii, Mycoplasma pneumoniae,
Chlamydia spp., Legionella spp., Ureaplasma, mot s6 Mycobacterium khong dién hinh, va
Plasmodium spp., Doxycyclin khong c6 tac dung tri nam trén lam sang. Trong cac tetracyclin,
doxycyclin it doc véi gan hon va cé loi thé trong cach dung thube, vi nong do huyét tuong
tuong duong khi uéng hodc tiém thude. Nhing thuéc wa m& nhiéu hon nhu doxycyclin va
minocyclin, c6 tac dung manh nhét, tiép theo la tetracyclin. Noi chung, tetracyclin ¢6 tac dung
v6i vi khuan Gram duong ¢ nong do thap hon so véi vi khuan Gram am. Luc ddu, ca
doxycyclin va tetracyclin déu cé tac dung véi hau hét cac ching Strep. pneumoniae, nhung
hién nay, phé cau khang thubc thuong gap ¢ nhiéu ving cua Viét nam. Nhiém Plasmodium
falciparum & Viét nam thuong khang nhiéu thube nhu cloroquin, sulfonamid va cac thude
chéng s6t rét khac, nhung van c6 thé dung doxyeyclin dé du phong.

Khaéng cédc tetracyclin: Vi sinh vat khang vdi mot tetracyclin thi cling khang véi céc tetracyclin
khac. Escherichia coli va c6 thé ca nhiing chung vi khuan khac da khang cac tetracyclin chu
yéu qua trung gian plasmid. Theo bao cdo ASTS (1997 - 1998), & Viét nam. nhiéu chung vi
khuan nhu E. coli. Enterobacter, Shigella flexneri, Salmonella typhi, Staphylococcus aureus

da khang doxycyclin. Vi mtrc khang cao cua vi khuan. khong thé dung céc tetracyclin dé dicu
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tri theo kinh nghiém. Tuy vay. c4c tetracyclin van cé hiéu qua trong nhitng bénh do Ricketisia,
Mycoplasma va Chlamydia.

15. Pac tinh duwgc dong hoc

Doxycyclin duoc hép thu tdt qua duong tiéu hoa (95% liéu ubng); hap thu giam khi ding dong
thoi ché pham siia. C6 thé udng doxycyclin 2 lan/ngay, vi thude co nira doi dai (16 - 18 gio).
Pat ndng do huyét tuong t6i da 3 microgam/ml, 2 gid sau khi uéng 200 mg doxycyclin lidu
dau tién va nong do huyét tuong duy tri trén 1 microgam/ml trong 8 - 12 gio. Nong do huyét
tuong tuong duong khi udng hodc tiém doxycyclin. Vi cac tetracyclin dé& phirc hop véi cac
cation hoa tri 2 hoac hoa tri 3, nhu calci, magnesi, nhom, nén céc thude khang acid va cac
thudce khac ¢ chaa cac cation néi trén, ciing nhu thic an va sita ¢6 chia calci déu lam anh
huong dén hap thu doxycyclin.

Doxycyclin phan bé rong trong co thé vao cac mo va dich tiét, gom ca nude tiéu va tuyén tién
liét. Thudc tich ity trong cac té bao ludi - ndi mo ctia gan, lach, va tiy xuong, va trong xuong,
nga rang, va men rang chua moc.

Phan 16n cac tetracyclin thai trir chu yéu qua than, mic du tetracyclin ciing duoc tap trung ¢
gan va thai trlr qua mat vao rudt, va chiing lai duoc tai hap thu mot phan qua su tai tun hoan
rudt - gan. Co su khac biét quan trong trong truong hop doxycyclin 1a doxycyclin khong thii
trir gidng nhu céc tetracyclin khac, ma thai trir chii yéu qua phén (qua gan), thir yéu qua nué

tiéu (qua than), va khong tich liiy nhiéu nhu cac tetracyclin khac & ngudi suy than, do do-la

mot trong nhiing tetracyclin an toan nhat dé diéu tri nhiém khuan ¢ nguoi bénh nay.
16. Quy cach dong goi @T

Hop 10 vi x 10 vién nang _

17. Piéu kién bao quin, han ding, tiéu chuén chit lwgng cia thube

Diéu kién bao quan: Bio quan o nhiét do khong qua 30°C.

Han ding: 36 thang ké tir ngay san xuat

Tiéu chuin chat lwong: BP 2017

18. Tén, dia chi ciia co so' san xuét thube

BRAWN LABORATORIES LIMITED

Dia chi: 13, NIT, Industrial Area, Faridabad-121001, Haryana, An Do.




