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Hép 2 vix 6 vién nang mém ddt am dao

Clotrimazol 100mg
Metronidazol 500 mg

Clotrimazol 100 mg
Metronidazol 500 mg

|/ GYNDIZOL

Thanh Phan/ Composition:

Mi vién nang mém chia/ Each soft
capsule contains:

Clotrimazol ..................100mg
Metronidazol ............... . 500mg

Ta duoe vd/Excipients gsf ...
1vién nang mém/1 Soft capsule

Déxatim tay tré em. Boc kj hisdng dén sif dung trudc khi diing
1 keep out of reach of children. Carefully read the accompanying

instructions before use.
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HD (Exp. Date):

& Prescription only
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Boxof 2 blisters of 6 Vaginal soft capsule

GMP

GYNDIZOL

Clotrimazol 100mg
Metronidazol 500 mg
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Chi dinh, Chéng chi dinh, Liéu ding, Cach
diing va cic théng tin khac/ Indications

Tiéu chudn/ Specifications: TCCS/ Manufacturer’s.

ionand  HATAPHAR HATAY PHARMACEUTICAL JOINT STOCK COMPANY

Bio quiny Storage: D& not kho, nhiét 69 duéh 30°C/ Store in a
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1. Tén thude: GYNDIZOL )
2. Thanh phan: Mdi vién nang mém chira:

i) PHAN

Clotrimazol 100mg puge “HM'*
Metronidazol 500mg : ;
Ta dugce vira du 1 vién ‘\ -/

(Ta duoc gom Dau déu nanh, déau co, sdp ong rrang aerosil, lecithin, gelatin, g!ycerm
sorbitol 70%, titan dioxyd, polysorbat 80, vanilin, nipagin, nipasol, sunset yellow).

3. Dang bao ché: Vién nang mém ddt am dao.

4. Dic tinh dwge lue hoe, dwge dong hoc

* Dwge lye hoc:

- Clotrimazol: Clotrimazol la thubc chong nam phd rong dugce dung diéu tri cic trudng
hop bénh ngoai da do nhiém cac loai nAm gdy bénh khac nhau va ciing ¢6 tac dung trén
Trichomonas, Staphylococcus va Bacteroides. Khong ¢6 tac dung véi Lactobacilli.

Co ché tac (dung cua clotrimazol la lién ket voi céc phospholipid trong mang té bao ném,
lam thay d6i tinh thim cua mang, gdy mat cac chat thiét yéu ndi bao din dén tiéu huy té
bao nam.

Invitro, clotrimazol ¢6 tac dung kim ham va diét ndm, tiy theo ndng do, véi cac chiing
Trichophyton  rubrum, Trichophyton mentagrophytes, Epidermophyton Sloccosum,

Microsporum canis va cac loai Candida. Ngoai ra cling ¢6 tac dung dén mot sd vi khudn

Gram dwong (Staphylococcus aureus, Streptococcus pyogense), vi khuidn Gram am

(Bacteroides, Gardnerella vaginalis), Trichomonas.

Khang thuée: Khang tu nhién véi clotrimazol hiém gap. Chi phan lap dugc mot ching

Candida guilliermondi khang clotrimazol. Khang chéo gitra cac azol la phd bién.

- Metronidazol: Metronidazol 1a mot dan chét 5 - nitro - imidazol. c6 phé hoat tinh rong

trén dong vat nguyén sinh nhu amip, Giardia va trén vi khuén ki khi.

Co ché tac dung ctia metronidazol con chua that rd. Trong ky sinh tring, nhém 5 - nitro
cua thuoc bi khir thanh cic chat trung gian doc véi té bao. Cac chat nay lién két véi ciu

tric xodn cia phan tir DNA lam v& céc sgi ndy va cudi cung lam té bao chét. Nong do

trung binh ¢6 hiéu qua cua metronidazol 1a 8 mcg/ml hoac thap hon dbi véi hau hét cac
dong vét nguyén sinh va céac vi khuan nhay cam. Néng dd toi thiéu e ché (MIC) cac

ching nhay cam khoang 0,5 mcg/ml. Mot ching vi khuan khi phan ldp dugce coi la nhay

cam véi thude khi MIC khong qua 16 meg/ml.

Metronidazol 12 mot thude rit manh trong diéu tri nhiém dong vat nguyén sinh nhu

Entamoeba h:srolynca Giardia lamblia va Trichomonas vagma!;s Metronidazol c6 tac

dung diét khuan trén Bacteroides, Fusobacterium va céc vi khuin ky khi bat budc khac,

nhung khong c6 tac dung trén vi khuan ai khi. Metronidazol chi bi khang trong mét s it

trrong hop. Tuy nhién khi ding metronidazol don doc dé diéu tri Campylobacter/

Helicobacter pylori thi khang thudc phit trién kha nhanh. Khi bi nhiém ca vi khuan i khi
va ky khi, phai phdi hgp metronidazol véi cac thude khang khuan khac.

Nhiém Trichomonas vaginalis ¢6 thé didu tri biang ubng metronidazol hodc dung tai chd,
Ca phy nir va nam gidi déu phai diéu tri, vi nam gioi ¢6 thé mang_ mam bénh ma khon
triéu ching. Trong nhleu truong hop can diéu tri phdi hop dat thude 4m dao v _
vién. Khi bi viém c¢d tir cung/am dao do vi khuén, metronidazol s& 1am cho hé W khuén 4m
dao tr¢ lai binh thuong ¢ dai da s ngudi bénh dung thude: metronidazol khong tac dong
trén hé vi khuan binh thudng & 4m dao.
* Duwoc dong hoc:

Sau khi dat am dao, thudc it hip thu toan than, chu yéu c6 tac dung tai chd. Thudc duge

dao thai qua co ché tu loc sach dudong am dao.
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+ Clotrimazol dung duong &m dao chi mét lugng nhd clotrimazol dugc hip thu vao mau
(chi khoang 3-10% liéu lugng sir dung). Sau khi dat am dao vién clotrimazol - 'C 100
mg, nong d dinh huyét thanh trung binh chi twong duong 0,03 meg clotrimazol/ml sau 1 -
2 ngay. Luong thude hap thu dugce chuyén hoa & gan rdi dao théi ra phén va nuge tiéu.

+ Metronidazol: Dugc ddng hoc cua metronidazol khi dat khac nhiéu so véi khi dung toan
than. Pat mot liéu duy nhét 5 g gel vao &m dao (bing 37,5 mg metronidazol), nong do
metronidazol trung binh trong huyét thanh 1a 237 ng/ml (tir 152 dén 368 ng/ml). Nong do
nay bing khoang 2% nong do metronidazol téi da trung binh trong huyét thanh sau khi
udng mét 1an 500 mg metronidazol (Cumax trung binh 1a 12,785 ng/ml). Céc nong do dinh
nay dat duoc 6 - 12 gid sau khi dung dang gel tai am dao va 1 - 3 gio sau khi uong
metronidazol. '

Mirc d¢ tiép xtic véi thude (dién tich dudi duong cong AUC) khi ding mét 1an duy nhét
trong am dao 5 g gel metromdaml (tuong duorng 37.5 mg) bing khoang 4% AUC khi

5. Quy ciach dong gm
Hop 2 vi x 6 vién nang mém. Kém theo t& huéng dan st dung thude.
6. Chi dinh, lleu dung, cach dung va chong chi dinh

* Chi dinh: Diéu tri tai chd cic bénh nhiém khuén & 4m dao va cd tir
hay két hop, viém ch tir cung, viém cd tir cung - am dao, viém am dao va viém am hd - am
dao do Trichomonas vagma!:s cung voi nh;em ndm Candida hoac vi khuan.
Dung dé phong ngira nhiém khuan, nhiém nim trong cac truomg hop: Trude khi phau thuat
hj phan duéi cua duong sinh duc, trudge khi sinh, trude khi tham do bén trong tr cung
(chup budng tir cung).

* Liéu diing va cdch ding: Dung duong dat &m dao. Bu01 t6i trude khi di ngt sau khi rira
am dao dat 1 vién thudc vao shu. Sau khi dit, nén nim khoang 15 phut, dung lién tiép
trong vong 7-12 ngay.

% Chong chidinh:

Man cam v&i mot trong céac thanh phan ctia thude.

Ba thang dau cua thai ky.

7. Thin trong
Néu c6 kich ung hoac man cam khi dung clotrimazol phai ngirng thude va diéu tri thich
hop, tranh cac nguon giy nhiém khuan hodc t4i nhiém.

Phai dleu tri thuoc du thoi gian mic du céc triéu chirmg ¢ thuyén giam. Sau 4 tudn diéu
tri, néu khong do cén kham lai.

Bdo v6i thay thude néu c6 biéu hién tang kich tmg & vung boi thude (do, nglra, bong, mun
nudc, sung), dau hiéu ctia su qua. man.

Metronidazol ¢6 tac dung tc ché alcol dehydrogenase va cac enzym oxy hoa alcol khac.
Thube ¢b phan mg nhe kiéu disulfiram nhu néng birng mit, nhirc dAu, budn nén, ndn, co
cirmg bung va ra mo hoi.

Metronidazol c6 thé giy bit dong Treponema pallidum tao nén phan ung duong
cua nghiém phdp Nelson. \
Dung 11eu cao didu tri cc nhiém khuén ky khi va diéu tri bénh do amip va do Giardia c6
thé gay rdi loan tang mau va cac bénh than kinh thé hoat dong.

* Thoi ky mang thai: Metronidazol khong duoc khuyen cdo dung trong 3 thang dau cua
thai ky. Mac du cac nghién ciu & dong vat khong cho thiy tac hai truc tiép véi viéc mang
thai, su phat trién ctia phoi/ bao thai hodc su phat trién & stic vat so sinh sau khi sinh.

* Theoi ky cho con bu: Metronidazol co thé di vao stra me, nén ngung cho con bu khi dung

thudc.

nkgia
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* Tdc dpng ciia thuoc khi ldi xe hodic vin hanh mdy méc: Thube khong anh huong hodc
anh huong khong dang ké dén kha ndng lai xe va van hanh may moc.

8. Twong tic thude

- Clotrimazol:

+ Clotrimazol lam giam hiéu lyc tranh thai ctia bao cao su, vi vay cin dung thém cac bi¢n
phap tranh thai khac trong qué trinh ding thudc va sau 5 ngady dung thudc.

+ Sir dung dong thoi clotrimazol dudng dat ém dao va thude tacrolimus, sirolimus dudng
udng (thude tre ché mién dich) c6 thé lam tang nbng d6 tacrolimus, sirolimus trong huyet
trong vi vday lam tang sinh kha dung cua tacrolimus va sirolimus. Do d6 bénh nhén can
duoc t}leo ‘dt')i\chz‘_it ché cdc dau hiéu va triéu chirng cta quéa lidu tacrolimus hoéc sirolimus
nhu van dé vé than, tang kali méu, ting huyét ap, suy tim, nhiém trung,... néu cén thiét
bang cach xac dinh néng do tuong ung. Hodc giam lidu tacrolimus hay sirolimus dé han
ché tac dung khong mong mudn xay ra.

- Metronidazol:

Rurgu va cde thube chita alcol: Metronidazol (rc ché céc enzym hoéa rugu va alcol
dehydrogenase gy phan g kiéu disulfiram. Vi vay khong uong rugu hogc ding dong
thoi cac thube cé chira con trong khi diéu tri véi metronidazol. Khong ding dong thoi
metronidazol véi disulfiram hogc phai ding thudce & nhitng thoi diém cach khoang xa.
Phenobarbital: Dung dong thoi metronidazol va phenobarbital lam tiang chuyén hoéa
metronidazol nén thudc thai trir nhanh hon.

Lithi: Pa thiy bao ciao mot s6 déu hidu doc cua lithi khi _dung metronidazol cho nhirng
bénh nhéin dang diéu tri lithi lidu cao vi c6 thé gay ting ndng dd huyét thanh, do viy cin
than trong va theo doi nong do lithi khi ding dong thot.

Terfenadin va astermisol: Metronidazol ¢6 thé trong tac voi terfenadin va astermisol khi
dung dong thoi lam tiang phan (g bét lgi nghiém trong trén tim mach ctia cac thude nay
nhu kéo dai khoang QT, loan nhip, nhip nhanh... Do vay phai rat than trong va khong nén
ding dong thoi cic thudc khang histamin nay cho bénh nhan dang dung cac thube co cau
trac nhém itraconazol, ketoconazole, bao gdm ca metronidazol.

Cimetidin rc ché su chuyen hoa tai gan ctia metronidazol, 1am téng thoi gian ban thai cua
metronidazol, ddn dén tang ADR, vi vay cin nhéc khi sir dung dong thoi.

9. Tac dung khong mong mudn ciia thude

Dung tai ch6: Cac phan tmg tai chd (> 1%) bao gdm bong nhe, kich tmg, viém da di tmg do
tiép xtic, dau rat ving bodi thude & da hodc am dao.
Metronidazol:

Thuong gap: ADR > 1/100:

Tiéu héa: Budn non, non, chén an, dau bung, ia chay.
It gap, 1/1000 < ADR < 1/100:

Mau: Giam bach cau.

Hiém gdp, ADR < 171000:

Mau: Mét bach céu hat.

Thén kinh trung wong: Con dong kinh, bénh da day than kinh ngoai vi, nhX

Da: Phong rop da, ban da, ngira.

Tiét niéu: Nudc tiéu sim mau.

10. Qua liéu va cach xir tri

Chura ¢6 tai liéu béo cdo & dang vién dat.

11. Cic ddu hiéu cin luu y va khuyen cao

* Luu y: Khi thdy thudc ¢6 bidu hién 4m mdc, loang mau, mop meo, nhan thude in s6 16
SX, HD mo...hay ¢6 cac biéu hién nghi ngo khac phai dem thude téi hoi lai noi ban hodc
noi san xuét theo dia chi trong don.

homg o U
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12. Piéu kién bio quan va han dung
- Bdo qudan: Noi kho, nhiét do duagi 30°C.
- Han dung: 24 thang ké tir ngay san xuft. Khéng duwge dung thudc di qua han dung.
13. Tén, dia chi ciia co s& sian xuit
Tén co's¢ sin xuit : CONG TY CO PHAN DUQC PHAM HA TAY
Pia chi: T6 dan phd s6 4 - La Khé - Ha Pong - TP. Ha Noi
PT: 04.33522204 FAX: 04.33522203
DT: 04.33824685 FAX: 04.33829054
14. Ngay xem xét sira doi, cip nhit lai ndi dung huén
Ngay...... thang. ... o I

0 PHAN
udeos puiy
>\ HA TRY /
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén thubc: GYNDIZOL 7 SR o0N
2. K!luyen cdo ;ﬂjNG TY \2
“Thudc béan theo don” [ COPHAN '
“Poc ky hudéng dan st dung trude khi dung” | DUGC *HAM

“Pé xa tAm tay tré em”

“Thong bao ngay cho béc sy hodc dugc si nhitng tac dung khong mong
khi sir dung thubc”

3. Thanh phan, ham lwong: Méi vién nang mém chira:

Clotrimazol 100mg
Metronidazol 500mg
T4 duoc vira du 1 vién

(Td dwoc gom: Dau ddu nanh, dau co, sdp ong tring, aerosil, lecithin, gelatin, glycerin,
sorbitol 70%, titan dioxyd, polysorbat 80, vanilin, nipagin, nipasol, sunset yellow).
4. Mo ta san pham
Vién nang mém hinh trimg, mau vang cam, vién khé cim khong dinh tay, bén trong chira
thude c6 thé chat 1ong, sét, mau vang nhat.
5. Quy cach déng goi
Hop 2 vi x 6 vién nang mém. Kém theo to huéng dan sir dung thude.
6. Thubc dung cho bénh gi?
Diéu trj tai chd cac bénh nhiém khuin & am dao va c¢b tir cung do vi khuin hay két hop,
viém cd tir cung, viém co tir cung - am dao viém am dao va viém 4m hd - am dao do -~
Trichomonas vaginalis cung vGi nhiém nim Candida hogc vi khuén. X
Dung dé phong ngura nhiém khuan, nhiém nim trong cac trudong hop: Trudce khi phiu
thudt & phian dudi cia duong sinh duc, trude khi sinh, trude khi thim do bén trong tir
cung (chup budng tir cung).
7. Nén dung thudc nay nhw thé nao va liéu lwgng?
Dung duong dat am dao. Bubi tbi trude khi di ngi sau khi rira 4m dao dat 1
vao sdu, Sau khi dat, nén nam khoang 15 phut, ding lién tiép trong vong 7-12 ngay.
8. Khi nao khong nén diing thude nay?
Man cam v6i mot trong céc thanh phén cuia thude.
Ba thang déu cua thai ky.
9. Téc dung khong mong mub6n (ADR)
Nhur tAt ci cac thude khac, thube co thé giy ra cic tac dung khong mong mudn, tuy
nhién, khong phai ai cling gap phai.
Céc tac dung phu sau day da dugc bdo céo:
Céc phan tng tai chd (> 1%) bao gbm bong nhe, kich ting, viém da dj tmg do tiép xuc, dau
rat ving boi thude & da hodic am dao.
Metronidazol:
Thuong gdap: ADR > 1/100:
Tiéu héa: Budn ndn, ndn, chan an, dau bung, ia chay.
It gap, 1/1000 < ADR < 1/100:
Mau: Giam bach cau.
Hiém gdp, ADR < 171 000:
Méu: Mit bach cau hat.
Thén kinh trung vong: Con dong kinh, bénh da day than kinh ngoai vi, nhirc déu.
Da: Phong rop da, ban da, ngira.
Tiét niéu: Nude tiéu sim mau.
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Néu c6 bét cir tac dung khong mong mudn nao cua thude tré nén nghiém trong, hodc tac

dung khong mong mudn khong dugc liét ké trén ddy, hay néi vai bac sy hoac dugc si cia

ban.

10. Nén tranh diung nhirng thude hoic thue pham gi khi dang sir dung thudc nay?

Viéc dung két hop thude nay véi mot sé thude khac co thé 1am thay doi tac dung cua

thude hoic gia tang cac tac dung khong mong mudn.

Clotrimazol lam giam hiéu luc tranh thai cia bao cao su, vi vay cén dung thém céc bi¢n

phép tranh thai khac trong qué trinh ding thudc va sau S ngay dung thudc.

Str dung dong thoi clotrimazol duong dat &m dao va thude tacrolimus, sirolimus dudng

uéng (thude tre ché mién dich) c6 thé lam ting nong do tacrolimus, sirolimus trong huyet

twong vi vy 1am tang sinh kha dung cua tacrolimus va sirolimus. Do d6 bénh nhén can

dugc theo ddi chat ché& cac dau hiéu va triéu chimng cua qua liéu tacrolimus hodc
sirolimus nhur véan dé vé than, tang kali méu, ting huyét ap, suy tim, nhiém trung,... néu

can thiét bang cach xdc dinh nong do twong Ung. Hodc giam liéu tacrollmus hay
sirolimus dé han ché tac dung khong mong mudn xay ra.

Ruou va cdc thuée chita alcol: Metronidazol trc ché cac enzym héa rugu va alcol
dehydrogenase gy phan irng kiéu disulfiram. Vi vay khong ubng rugu hoic dung dong

thoi céc thube c6 chira cdn trong khi diéu tri véi metronidazol. Khoéng ding déng thoi
metronidazol véi disulfiram hodc phai dung thude & nhitng thoi diém cach khoang xa.
Phenobarbital: Ding ddng thdi metronidazol va phenobarbital lam ting chuyén hoa
metronidazol nén thudc thai trir nhanh hon.

Lithi: DA thiy bao cao mot s6 déu hiéu doc cua lithi khi _dung metronidazol cho nhing

bénh nhéan dang diéu tri lithi liéu cao vi ¢6 thé gly tang ndng do huyét thanh, do vy can

than trong va theo ddi ndng d9 lithi khi ding dong thoi. N
Terfenadin va astermisol: Metronidazol c6 thé twong tac véi terfenadin va astermisol khi N
dung dong thoi lam ting phan Gng bét 1gi nghiém trong trén tim mach cua cac thude nay
nhu kéo dai khoang QT, loan nhip, nhip nhanh... Do vay phai rat than trong va khong
nén dung ddng thoi cac thude khang histamin nay cho bénh nhéan dang ding céc thude ¢
ciu truc nhém itraconazol, ketoconazole, bao gom ca metronidazol.
Cimetidin \rc ché su chuyen héa tai gan cia metronidazol, lam tang thoi gian bap’thdi cua
metronidazol, dan dén ting ADR, vi vy can nhic khi str dung dong thoi.
Hay viét mot danh séch nhirng thudc ban dang dung (bao gom thude dugc ké don, khong
ké don va thuc phdm chirc nang) va cho bac s§ hodc duge si cua ban xem. Khong duoc
tr y dung thude, ngung hogc thay déi liéu luong cua thude ma khong co su cho phép cua
bac sy.

11. Can lam gi khi mgt lAn quén khong dung thude?

Bo qua liéu da quén, ding liéu tiép theo, khong dung lidu gap doi.

12. Cin bo quén thude niy nhuw thé nao?

Gitr thude trong hop kin, ngoai tim véGi cua tré em. Bdo quan thude noikl

duai 30°C. ' /‘,; b h
13. Nhirng déu hiéu va tri¢u chimg khi dimg thude qua liéu? o LCC({NP%Y
Chura 06 tai liéu bao cao & dang vién dat. : :,
14. Cin phai lam gi khi dang thudc qua liéu kKhuyén cdo?
Chura c6 tai liéu bao cdo & dang vién dat.

15. Nhirng diéu cin thén trong khi dung thudc nay?

Néu c6 kich tng ho#c man cam khi dung clotrimazol phai ngirng thude va diéu tri thich
hgp, trdnh cac nguon gy nhiém khuan hodc tai nhiém.

Phai d;eu tri thude du thoi gian méc du cac triéu chimg c6 thuyén giam. Sau 4 tun diéu
tri, néu khong do can kham lai.
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Béo v6i thiy thude néu c6 biéu hién tang kich tmg & viing bdi thube (do, ngira, bong,
mun nudc, sung), dau hiéu cua su qua man.

Metronidazol c6 tac dung e ché alcol dehydrogenase va céc enzym oxy hoa alcol khac.

Thube ¢6 phan ung nhe kiéu disulfiram nhu néng birng mat, nhirc ddu, budn ndn, ndn, co
cing bung va ra mo hoi.

Metronidazol c¢6 thé gdy bt dong Treponema pallidum tao nén phan tmg duong tinh gia
ctia nghiém phap Nelson.

Dung lleu cao diéu tri cac nhiém khuan ky khi va diéu tri bénh do amip va do Giardia c6

thé géy rdi loan tang mau va cac bénh than kinh thé hoat dong.

* Thoi ky mang thai: Metronidazol khong dugc khuyen cdo dung trong 3 thang dau cua
thai ky. Mic du céc nghién ctru & dong vét khong cho thy tac hai truc tiép voi viéc mang
thai, su phat trién cia phdi/ bao thai hodc su phat trién & suc vt so sinh sau khi sinh.

* Thoi ky cho con bu: Metronidazol ¢6 thé di vao sira me, nén ngung cho con bu khi
dung thude.

* Tdc dong cuia th ubc khi ldi xe hodc vin hanh may moc: Thube khong anh hudng hoic
anh huong khong dang ke dén kha nang 14i xe va van hanh may moc.
16. Khl nao can tham van bac sy, dwoec si?

Khi cin thém théng tin vé thude.

Khi thy c6 tac dung khong mong mudn gap phai khi sir dung thud
Khi dung thuéc ma thay triéu chirng ctia bénh khong thuyén giam.

17, Han dung cua thuoc

6 PN
DUTC PHAM

* Luu y: Khx thdy thude co biéu hién 4m mdc, loang mau, mop méo, nhan thudein sb lo
SX, HD mé...hay ¢ cac biéu hién nghi ngd khac phai dem thude t6i hoi lai pdi ban hodc
noi san xuét theo dia chi trong don.
18. Tén, dia chi, bleu twgng cia nha san xuit
Tén co sé sin xut: CONG TY CO PHAN DUGC PHAM HA
Dia chi: T6 dan phd s6 4 - La Khé - Ha Dong - TP. Ha Noi
PT: 04.33522204 FAX:04.33522203
DT: 04.33824685 FAX:04.33829054
Biéu twong:

DUT

HATAPHAR

CONG TY CP DUOE PHAM H Thy

19. Ngay xem xét sira dm, cip nhit lai ndi dung hwéng dén sir dung thube:
Ngay...... thang

TUQ.CUC TRUONG
P.TRUGNG PHONG

Qi Mink H é}f';‘(g&



