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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic
sé: 6041 /QLD-DK Ha Ngi, ngay 03 thang b nam 2017
V/v thay d6i t& hudéng dan sur
dung

Kinh giri: Cong ty c6 phan san xuat - -thuong mai Dugc pham Pong Nam.
Dia chi: L6 2A, duong s6 1A, KCN Tan Tao, Quan Binh T4n, TP. H5 Chi
Minh.

Ngay 15/02/2017, Cuc Quan ly Dugc nhan dugc don dang ky thay doi
kém theo van thu dé ngay 08/02/2017 cua cong ty (sb ‘uep nhén 171/BSTDTN)
vé viéc bd sung hd so theo yéu cdu tai cong van s6 1022/QLD-DK ngay
06/02/2017 cua Cuc Quan ly Dugc lién quan dén viéc thay doi to hudng dan st
dung dbi véi thube san xuat trong nudc da duge cap sé diang ky luu hanh;

Can ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Bo truong Bo
Y té quy dinh viéc diang ky thuoc Thong tu s 06/2016/TT-BYT ngay
08/03/2016 cua B truong Bo Y té hudng dan ghi nhan thude;

Cin ctr Bién ban tham dinh ho so thay d6i/bd sung cta cong ty, Cuc Quan
ly Duoc ¢6 ¥ kién nhu sau:

Pong y dé cong ty duge thay dbi to hudng din st dung doi vé6i thube
Sendy, s ding ky: VD-25409-16.

Td huéng dan sir dung méi duge dong dau xac nhén cua Cuc Quan ly
Duoc va dinh kem Cong van nay.

Ngoai ndi dung dugc thay doi trén, tat ca cac ndi dung khéc giir nguyén
nhu hé so diang ky thude luu tai Cuc Quan ly Duoc.

Cong ty dang ky, nha san xudt phai chiu trach nhiém vé chét lugng doi
v6i thude luu hanh trén thi truong, ndi dung ghi trén nhan thude, quy dinh vé 56
hiru tri tué lién quan dén nhan hiéu hang hoa ctia thudc va cé trach nhiém thong
béo su thay dbi nay dén céc co quan lién quan va khich hang.

Sau 03 thang ké tir ngay ky cong van ndy, cong ty khong duge san Xuét
thude trén vai t& hudng dan str dung cil.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién ding cac quy

dinh cta Viét Nam vé Iuru hanh thube./.

Noi nhin: 1. CUC TRUUNG
- Nhur trén; _ "’
- Lwu: VT, BK (Ng). =

uyén Tat Pat
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TO HUONG DAN SU DUNG THUOC

SENDY
’Thuéc bén theo dom
Dé xa tam tay ciia tré e ,_f;g’@‘iﬁ?’:
Poc ky huéng din sir dung trug vi diing

ding "7\
Thong béo ngay cho béc si hodic durge si nhimg tic dung kho /g&:%\ﬁ;&l giip phai khi sir dung thudc
PHAN I : HUGNG DAN SU'DUNG THUOC CHO NGUOT BEN I il g
1. Thanh phan, ham lugng ciia thuoe : Bl DuoclPHnM J ; .‘
MGéi vién nén bao phim chira: "\?@ \ 9 ONG NAM, /3 ,':,

Methocarbamol .. . 750 mg > @.
Ta duwge: Lactose monohydrat “Avicel 102 Natri lauryl sulfat, PVP 4%@ Magnesi stearat, HPMC 6135,

PEG 6000, Titan dioxyd, Talc.
2. Mo ta sian pham : Vién nén dai bao phim mau tring, mdt mit ¢6 vach ngang: - -
3. Quy cich déng goi : BOY TE

Vi 10 vién, hop 1 vi, hop 2 vi, hdp 3 vi, hdp 5 vi va hop 10 vi. CUC GUAN LY ey
4, Thuoc ding cho b¢nh gi ? ™ 2 's:\ b D['\(')(‘
Diéu trj ngdn han triéu chung ctia rdi loan co xwong cép tinh lién quan véi tac §9n/dad tbch thih do B T
5. Nén dung thuée nay nhu thé nao va liéu lrgng ? .
Cachding : TD/BS ngay 22 théng .7’- nim LAF

Duing duong uong. : .
L:éugdung g uong (theo cong vin §£44.../QLD-DK)

Ngucn I6n: Liéu thdng thuong udng 2 vién/lan, 4 lan/ngay . Nhung dap (mg dieu trj da dat vo1 lieu thap nhat la |
vién/lan, 3 Iam‘ngay
Ngudi cao tudi: Udng Y4 lidu théng thuomg hodc lidu thap hon % {mg diéu tri.

Ire em: Khong khuyén dung cho tré em.
Nguai bénh suy gan: O nhimg bénh nhan c6 bénh gan man tinh
xét dé tang liéu.
Thoi gian diéu tri: Thoi gian diéu tri phu thudc vao cée triéu chimg cua bénh, nhung khong qua 30 ngay.
6. Khinao khong nén dung thude nay ?
Man cam véi céc thanh phan cua thuée
Bénh nhan hon mé
Tén thuong ndo
Bénh nhuoc co
Tién sir dong kinh.
7. Tac dung khong mong muon
Tac dung khong mong mudn thudng gip nhat la dau dau.
Hiém gap, 1/10 000 < ADR < 1/1 000
Toan than: Phit Angioneurotic, sét, nhirc dau.
Than kinh: Chong mit
Da va céc roi loan m dudi da: Phan (mg qua man (ngira, phat ban da. néi mé day)
Mit: Viém két mac, nghet mii .
Rdt hiém gap, ADR < 1/10 000
Réi loan tiéu héa: Budn non va 6i mira
Than kinh: Mat md, budn ngt, run, co gidt
R&i loan tam than: Bdn chon, lo ]éng, chan an.
Céc tac dung sau day cling dugc béo cao:
Tim mach: Nhip tim cham, do bimg, ha huyét ap, ngét xiu.
Tiéu héa: Ri loan tiéu hoa, vang da (bao gbm vang da & mat).
Mau va hé thdng bach huyét: Giam bach cau.
R&i loan chung: Phan (mg phan v¢
Thén kinh: Chéng mit, mat tri nh6, mat phdi hop co bap nhe, rung giat nhin cau, mat ngu, co gidt.
Da, rbi loan md dudi da va céc gidc quan dic biét: C6 vi kim loai. .
Thong bao cho bac st nhung tac dung khang mong muén gdp phai khi sir dung thuoc.
8. Nén trinh dung nhu’ng thude hoic thue pham gi khi dang sir dung thude nay ?
Methocarbamol ¢o thé 1am tang tac dung & than kinh trung uong cua céc thue chdng trim cam va céc chat kich
thich bao gdm rugu, thude an than, thude gy mé va thudc gay chan an.
Téc dung cia thude khang cholinergic, vi du atropin va mot s6 thude huéng than ¢6 thé duge ting cuong khi ding
chung véi methocarbamol.
Methocarbamol ¢6 thé trc ché tac dung ciia pyridostigmin bromid. Vi vy, methocarbamof-néri~dérsic sir dung than
trong & nhimg bénh nhén bi nhugc co nang ding thudc khéng cholinesterase.
it biét vé kha nang tuong tac véi cac thude khéc.

doi thai trir ¢6 thé duge kéo dai. Do d6. cin xem
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Methocarbamol c6 thé gay nhidu mau trong céc xét nghiém S-hydroxyindolacetic (5-HIAA), sir dung nitrosoaphthol
lam thudc thir va xét nghlem acid vamllymandellc tiét ni¢u (VMA), sir dung phuong phap Gitlow.
9. Cin lam gi khi mot lin quén khong ding thude ?
Néu ban quén khong duing thude thi hay bo qua lidu bi quén va din
10.Cén bao quan thude nay nhw thé nao ?
Noi khd, nhiét do dudi 30°C, tranh énh séng. / 4_r “CONG TY ’_“\
11.Nhimg déu hiéu va tri¢u chimg khi diing thude qua lidu : w'}f-*" CO PHAN
N THUGNGH
Qui liéu ctia methocarbamol thudng do dung cling véi rugu H@}' h%lc ﬁuE ffﬁn }(mh trung wong khéc, bao gdm
céc triéu chimg sau: budn ndn, budn ngt, nhin m&, ha huyét 4 ap ot ngudi truong thanh song sot
sau khi dung 22 — 30g methocarbamol ma khéng bi ngd dgc n m@ ot pgu'cn khéc song sot & liéu 30 — 50g.
Triéu chimg chinh trong ca hai truong hop 1a cyuc ky budn ngu\Cﬁinytu diéy, tri tri¢u chimg. Tuy nhién, ciing c6
trLrO‘ng hop qué liéu gay tir vong.
12. Can phai lam gi khi dung tlnmc qua lleu khuyen cio ?
Néu ban udng qua liéu khuyen c4o, ban can lién h¢ véi béc si, duge si hodc phong cap ciru bénh vién gan nhét ngay
lap tirc, dem theo cac vién thude con lai va hq)p néu ¢ thé.
13.Nhimg diéu can than trong khi ding thudc nay :
Methocarbamol nén dugc sir dung thén trong & bénh nhan suy gan, suy than.
Thudc nén udng vao budi trua va tdi do c6 thé gay budn ngu.
Methocarbamol ¢6 tac dung giam dau than kinh trung uvong, nén bénh nhan cin duge canh béo vé anh huong khi két
hop voi rugu hodce cac thude chdng tram cam.
Trong thuéc c6 chira ta diege:
Natri lauryl sulfat: Dung than trong v&i ngudi c6 lan da nhay can&%the gay ra céc phan (mg tai chd nhu chim

' \Khong nén gap doi liéu ding.

/"ri
/o

chit hodc cam giac dot.

Lactose monohydrat: Khong sir dung thude cho bénh nhan khong dung nap galactose, thiéu hut Lapp lactose hay |

kém hép thu glucose galactose.
Tac dong cua thude khi l4i xe va vin hanh may méc :
Khong nén sir dung thude khi dang 14i xe va van hanh may méc
Sir dung cho phu nir ¢6 thai va cho con bi :
Nghién ctru kha nang sinh san trén ddng vat chua thuc hién voi methocarbamol. Ciing chura ghi nhan methocarbamol
¢ thé gdy hai bao thai khi ding & phu nir mang thai hay ¢6 anh hudng 1én kha ndng sinh san hay khong.
D9 an toan khi dung methocarbamol chura duge thiét lap khi xem xét tac dung phu trén sy phat trién cua bao thai.
Hiém c6 cac bo cdo vé bat thudmg thai nhi khi diing methocarbamol. Vi thé khéng nén dung thude nay cho phu nir
¢0 thai, dac biét trong giai doan dau mang thai trir khi ¢6 dénh gia coa Bac si ve lgi ich vugt hon nguy co tiém an,
Methocarbamol va chat chuyén héa cua no tiét vao sira cho. Tuy nhlen chura biét 1a methocarbamol va chét chuyén
hoa ¢6 vao sita me hay khong. Vi nhiéu thude tiét vao sira me nén can str dung than trong ddi véi ba me cho con bi.
14.Khi nao cin tham vén bc si, dwgec si ?
Trong truong hop qua lidu hodc gap tac dung khong mong mudn.
Khi dang dung thude khac hodc mét loai thye pham
15.Han dung cua thude : 36 thang ké tir ngay san xuat
16.Tén/biéu twgng ciia nha san xuit/nha nhip khéu /chi sé hiru gidy phép ding ky sin phim :

. CONG TY CO PHAN SX - TM DUGC PHAM BDONG NAM
"i’:;‘-“ L& 2A, Buéng 1A - KCN Tan Tao, P.Tan Tao A,Q. Binh Tan - TP.HCM.
DT:(08) 3754.1748, (08) 3754.1749; FAX: (08) 3754.1750.

17.Ngaty xem xét sira ddi, cip nhat lai ndi dung t hwéng din sir dyung thubc :

PHAN II : HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. Dwgc lue hoe:
Nhoém duge ly: Thude gidn co va ting truong luc co.
Mi ATC: M03B A03
Methocarbamol ¢6 tac dong gidn co tron kéo dai trén cac co xuong bang cach ché chon loc trén hé than kinh trung
wong, ddc biét 1a cac norron trung gian. Lam dju h¢ than kinh trung wong, trc ché co rit, gidam dau trung tdm, giam
con dau cép tinh va thit co. Trong diéu tri, methocarbamol cho téac dng nhanh (sau 30 phit), hi¢u qua tic dung cao
va kéo dai. Lidu sir dung thong thudng clia methocarbamol khéng lam giam sirc co binh thudng cling nhu phan xa
co. Methocarbamol khong ¢6 anh hucmg lén cac noron van dong.
Methocarbamol & liéu khong gay doc con c6 cé tac dung 1én hé than kinh phan trén tay.

et W
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3. Dugc dong hoc :
Hap thu: Methocarbamol dugc hép thu nhanh chéng va gan nhu hoan toan & dudng tiéu héa. Nong do dinh dat duge
trong mau khoang 1 -2 gio.
Phan bé: Methocarbamol dugc phan phéi rong rdi & than, gan, phdi, ndo, lach, co xuong.

Thai trir: thoi gian ban thai ciia methocarbamol 1a 0,9 — 1,8 gio. Dao th/aL.uhmh\chong va gan nhu hoan toan trong
nude tiéu, 03024 7529\_

O nguoi suy than: DG thanh thai cua methocarbamol & bénh nhan Suy thancé “phén méu giam khodng 40% so
véGi ngudi binh thucmg, mic dii thoi gian ban thai trung binh & hai hfom @y Bgidng nhau.

O ngueoi suy gan: O bénh nhdn xo gan thi phat do ngh:f;n'
methocarbamol giam khoang 70% so v&i ngudi binh thuong, maes
3.4 gio. Phan methocarbamol gén vai protein huyét twong giam tGi%
cling d9 tudi va can ning.
4. Chidinh:
Piéu tri ngén han triéu chimg cta ri loan co xuong cap tinh lién quan véi cac
5. Chong chi dinh :
Man cam véi cac thanh phan cta thude
Bénh nhan hén mé
Tén thuong ndo
Bénh nhugc co
Tién sir dong kinh.
6. Cich ding va liéu ding :
Cach dung :
Dung duomg udng.
Liéu ding :
Ngudi 1on: Liéu thong thuomg udng 2 vién/lan, 4 lan/ngay. Nhung dap img diéu tri da dat voi lidu thap nhat 1a 1
vién/lan, 3 lam ngay.
Ngudi cao tudi: Uong % liéu thong thuong hodc liéu thap hon néu dap img diéu tri.
Tre em: Khong khuyén dung cho tré em.
Ngudi bénh suy gan: O nhimg bénh nhan c6 bénh gan man tinh nira doi thai trir ¢6 thé duge kéo dai. Do do, cin xem
xét dé tang lieu.
Théi gian diéu tri: Thoi gian diéu tri phu thude vao cdc tridu chimg ctia bénh, nhung khong qua 30 ngay.
7. Thén trong khi ding thube :
Methocarbamol nén duge str dung than trong & bénh nhan suy gan, suy than.
Thude nén udng vao budi trua va téi do co thé gay budn ng.
Methocarbamol c6 tac dung giam dau than kinh trung wong, nén bénh nhan can dugc canh béo vé anh huong khi két
hop vai rugu hodce céac thude chdng trdm cam.
Trong thudc ¢6 chira ta dwoc:
Natri lauryl sulfat: Dung thén trong véi ngudi ¢6 lan da nhay cam vi ¢6 thé gy ra cac phan (mg tai chd nhu cham
chit hogc cam giac dbt.
Lactose monohydrat: Khéng sir dung thudc cho bénh nhin khong dung nap galactose thiéu hut Lapp lactose hay
kém hap thu g]ucose galactose.
Téc dong ciia thude khi lii xe va vin hanh may méc :
Methocarbamol ¢6 thé 1am giam kha nang tap trung ddi véi nhimg cdng viée doi hoi sy tinh tio nhur van hanh may
méc hodc 14 tau xe vi thude c6 thé gdy chéng mét — budn ngu, dic biét 1a dang sir dung ddng thoi véi cae thude ¢o
kha niing gay budn ngu khac.
Sir dung cho phu nir ¢6 thai va cho con bu :
Nghién ctru kha ning sinh san trén dong vét chua thuc hién véi methocarbamol. Cling chua ghi nhan methocarbamol
¢6 thé gay hai bao thai khi dung & phy nir mang thai hay ¢6 anh huong Ién kha ndng sinh san hay khong.
D3 an toan khi ding methocarbamol chua duge thiét 1ap khi xem xét tic dung phu trén sy phét trién cua bao thai.
Hiém c6 cac bdo cdo vé bat thuong thai nhi khi dung methocarbamol. Vi thé khong nén ding thude nay cho phu nir
¢ thai, dgc biét trong giai doan dAu mang thai trir khi ¢6 danh gia cta Béc si ve lr,n ich vurgt hon nguy co tiém an.
Methocarbamol va chét chuyén hoéa ciia né tiét vao sira ché. Tuy nhlen chua biét 12 methocarbamol va chat chuyén
héa c6 vao sira me hay khéng. Vi nhiéu thudc tiét vao sita me nén can sir dung than trong ddi véi ba me cho con bi.
8. Twong téc thude :
Methocarbamo] 6 thé lam tan% tac dung & than kinh trung wong cua cac thude chong trdm cam va céc chat kich
thich bao gom ruQu, thudc an than, thudc gdy mé va thude gy chén an.
Téc dung cua thude khang cholinergic, vi du atropin va mot s6 thude hudng than c6 thé duge ting cudng khi ding
chung véi methocarbamol.

gl B - thetih ¥that toan phin trung binh ciia
o tHOgiAH Bhn fha trung binh kéo dai khoang

b $6\Wlsi 36/~ 50% & ngudi binh thudmg

]
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Methocarbamol c6 thé (e ché téc dung cta pyridostigmin bromid. Vi vdy, methocarbamol nén dugc sir dung thin
trong ¢ nhitng bénh nhan bi nhuge co ndng ding thude khang cholinesterase.
it biét vé kha nang tuong tac véi cac thude khéc.
Methocarbamol c6 thé gdy nhiéu mau trong céc xét nghiém 5-hydroxyindolacetic (5-HIAA), sir dung nitrosoaphthol
lam thude thir va xét ngh:em acid vanillymandelic tiét niéu (VMA), sir dung phuong phép Gitlow.
9. Téc dung khong mong muon
Téc dung khong mong mudn thudng gap nhét 1a dau dau.
Hiém gap, 1/10 000 < ADR < 1/1 000
Toan than: Phit Angioneurotic, st, nhirc dau.
Than kinh: Chéng mat
Da va cac roi loan mo dudi da: Phan {mg qua man (ngira, phat bas-dla, ndi mé day)
Mit: Viém két mac, nghet mili
Rat hiém gép, ADR < 1/10 000
R&i loan tiéu héa: Budn ndn va 6i mira
Than kinh: Mt md, budn ngu, run, co giit
R&i loan tim than: Bon chon, lo Iéng, chan an.
Céc tac dung sau day ciing dugc béo cao:
Tim mach: Nhip tim cham, do bimg, ha huyet ap, ngat xiu.
Tiéu héa: Réi loan tiéu héa, vang da (bao gom vang da r mat).
Mau va hé thong bach huyet Giam bach cau.
R&i loan chung: Phan (mg phan vé
Than kinh: Chéng mat, mat tri nhé, méat phdi hop co bp nhe, rung gidt nhin cau, mat ngu, co giat.
Da, réi loan md dudi da va céc giac quan déc biét: Co vi kim loai.
10.Qua liéu va cich xir tri :
Triéu chimg: Qué lidu cia methocarbamol thuong do ding cling véi rugu hay cac chat trc ché than kinh trung wong
khéc. bao gom céc triéu chimg sau: budn nén, budn ngi, nhin mo. ha huyét ap, co giat va hon mé. Mot ngudi trudng
thanh song sét sau khi diing 22 — 30g methocarbamol ma khdng bi ngd doc nghiém trong, mot ngudi khac song sét &
lidu 30 — 50g. Triéu chimg chinh trong ca hai trudong hop 1 cuc ky budn ngi. Chu yéu diéu tri triéu chimg. Tuy
nhién, ciing ¢6 truong hop qué liéu gy tir vong.
Cédch xu tri: Trudng hop qua lidu phai rira da day va diéu tri béng cac phuong phap ho trg Lan thiét.
Kiém soat qua liéu bao gom diéu tri triéu chimg va diéu tri ho trg. Bién phép hd trg bao gdm: duy tri dudng ho hap.
theo ddi luu lugng nude tiéu, cac dau higu cta sy sdng va truyén dich néu can thiét. Sy hiru dung ctia thim phan méu
khi qua lidu methocarbamo[ chua duge biét.
11.Céc diu hiéu can luu yva khuyen cdo :
Khong ding qué liéu khuyén cdo

>
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phuc
sé: /027 /1QLD-PK Ha Ngi, ngay 06 thing) 2 nam 2017
V/v thay ddi mau nhén va t& huéng
dan sir dung

Kinh giri: ~ Céng ty c6 phan SX - TM dugc pham Dong Nam
Dia chi: L6 24, Duong 1A, KCN Tdn Tao, Qudn Binh Tan, Tp. Ho Chi Minh

Cuc Quan ly Duge nhén dugc don dang ky thay dbi dé ngay 20/9/2016
cua cong ty veé viéc thay doi mau nhén va to huong dan str dung doi véi thude
san xuét trong nude di duge cap sb dang ky luu hanh.

Can cir Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Bo truong Bo
Y té quy dinh viéc dang ky thudc; Can cir Thong tu s6 06/2016/TT-BYT ngay
08/3/2016 cua Bo trudng BO Y té quy dinh ghi nhan thudc;

Cin cir Bién ban tham dinh hd so thay d6i/bb sung ctia cong ty, Cuc Quéan
ly Duogc ¢é y kién nhu sau:

Chua dong y dé cong ty dugc thay dbi mau nhan va td huéng dan sir dung
déi v6i thude Sendy, sb ding ky VD-25409-16, 1y do:

- T huéng dan st dung: pé nghi viét lai cic muc chi dinh, lidu dung, bd
sung day du céc tdc dung khong mong mudn cua thude theo thong tin cia thube
gdc da dugc phé duyét (tham khao EMC-UK).

Cuc Quan ly Dugc théng bao dé cong ty biét va thuc hién ding cic quy
dinh ctua Viét Nam vé luu hanh thuoc./.
Noi nhin: KT. CUC TRUONG

- Nhur trén;
- Luu: VT, DK (Chi). 2 TRUONG
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc 1ap - Tu do - Hanh phiic
_, BIEN BAN
THAM D}NH HO SO TH{\Y Df)l/ B() SUNG
THUOC TRONG NUOC PA CO SPK
I. THONG TIN CHUNG
1. Tén Cong ty dang ky: Cong ty ¢b phan SX - TM dwge phim Dong Nam
Dia chi: L6 2A, Puong 1A, KCN Tan Tao, Quéan Binh Tan, Tp. Ho Chi Minh
2. Tén Cong ty san xuat: Cong ty cd phén SX - TM duoc pham Dong Nam
Dia chi: L6 2A, Puong 1A, KCN Téan Tao, Quén Binh Tan, Tp. H6 Chi Minh
3. Tén thude: Sendy
4. S6 dang ky: VD-25409-16
5. Tuoi tho thude: 36 thang
6. Cong thire: Methocarbamol 750mg
7. Dang bao ché, ham lugng: Vién nén bao phim
8. Quy cach dong goi: Hop 1 vi, 2 vi, 3 vi, 5 vi, 10 vi x 10 vién
9. Cong vin dén sb: 1439
10.Ngay dén: 22-09-2016
11.Ngay nhan ho so tir vin thu phong: 27-09-2016
1. NOI DUNG PE NGHI THAY PO1/BO SUNG
thay d6i to' hwéng din sir dung, miu nhén;
(Chi tiét noi dung thay doi:); F A
Céc ndi dung khéc dé nghi xem muc C - Pon dang ky)
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1. NOI DUNG VA KET QUA THAM DINH
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1. PHAN Y KIEN CHYEN GIA THAM DINH TIEU BAN DUGC LY
(Ngay dwa ra tham dinh:29-09-2016)
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