BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
$6: 3323 /QLD-GT Ha Ngi, ngay 7. thing s ndm 2020
V/v thong bao v kién Hoi dong dbi
v6i cac hd so cong bd DM thude biét
duge gbe (Pot 20)

Kinh gui: e O T

Can cir Quyét dinh sb 2962/Qb-BYT ngay 22/08/2012 cua B Y té vé viée
ban hanh Quy dinh tam thoi vé céc tai liéu can cung cap dé cong bd cac danh muc
thuée biét duge gbe, thude tuong duong diéu tri VOl thudc biét dugce gde, thude co
ching minh tuong duong sinh hoc va Quyet dinh so 1545/QD-BYT ngay
08/05/2013 cia Bo Y té vé viéc sua ddi, bd sung Quyét dinh s 2962/Qb-BYT
ngay 22/08/2012 cua BO Y té vé& viéc ban hanh Quy dinh tam thoi vé cac tai li¢u
can cung cap dé cong bd céc danh muc thube biét duoc goe, thude twong duong
diéu tri v6i thude biét duoc gde, thude ¢6 tai liéu chimg minh tuong duong sinh
hoc;

Cancuy kién két luan cua Chu tich Hoi dong x¢ét duyét danh muc thudc biét
duoc gbc, thude co tuong duong diéu tri ! thudc biét duoc gbe va thubc co
chimg minh tuong duong sinh hoc ctia Bo Y té ngay 17/02/2020;

Cuc Quan ly duoc thong bao vé viéc xem xét hd so dé nghj cong bd thude
biét dugc goc Dot 20 nhu sau:

I. Ngay 30/3/2020, Lanh dao Bo y té da ky Quyet dinh s6 1465/QD-BYT ve
viéc cong bd danh muc thude biét duoc gbe gdm 62 thude va Cong van 56
1742/BYT-QLD vé viéc dinh chinh, diéu chinh thong tin tai cac Quyét dinh cong
bd danh muc thuoc Biét duge goc (Quyét dinh sb 1465/QD-BYT ngay 30/3/2020
va Cong van so 1742/BYT-QLD ngay 30/3/2020 duoc déng tai trén trang thong
tin dién tu cua Cuc Quan ly Dugc).

2. Khéng cong bd dbi véi 19 thude tai Phu luc 1 ban hanh kém theo Cong vén
nay, 1y do: hé so dé nghi cdng bo thude biét duge gbe khong dap ung quy dinh.

3. Chua cong bd dbi véi 18 Thude tai Phu luc 2 ban hanh kém theo Cong van
nay va dé nghi cac doanh nghi¢p can cir y kién yéu cau bd sung va/hodc giai trinh
dé bd sung ho so dé nghi cong bé danh muyc thude biét duge goc theo quy dinh.

4. Péi voi hd so dé nghi cong bé thude biét duge goe ciia 07 thude (bao gdm
thubc Aerius (VN-22025- 19), thuéc Amlor (VN-21936-19), Zeffix (VN3-31- 18),
thubc Cialis (VN-18624- 15), thudc Exelon (VN3-170- 19), thude Humalog Mix 50
Kwikpen (QLSP-1083-18) va thude Diquas (VN-21445-18)), Cuc Quan ly Dugc
dang chuyén hd so cho Chuyén gia dé xem xét lai trude khi trinh Chu tich Hoi
dong xem xét. Trén co s y kién ciia Chu tich Hoi dong, Cuc Quan ly Duoc sé
thong bao lai két qua.

5. Chua dong ¥ dinh chinh théng tin tén thubc dbi voi thude biét duge gde
Efient Film - coated tablet (VN2-524-16), Zykadia 150mg (VN2-651-17) va dé
nghi Cong ty bdo cdo tén thude luu hanh tai nude sé tai.



Cong van va cac Phy luc kém theo Cong van nay dugc dang tai trén trang
thong tin dién tt cia Cuc Quan ly Duoc tai dia chi: http://www.dav.gov.vn - Muc
Théng tin ddu thau thude.

Cuc Quan ly Duoc thong bao dé cac co s& bibt va thuc hién./.

Noi nhin:

- Nhu trén;

- Thu trudng Truong Quodc Cudng - Chi tich
Hoi dong (dé b/c):

- Cuc trudng (dé blc);

- Website Cuc Quan ly Dugc;

- Luu: VT, GT (C.H).
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Phu lyc 1:

Danh muyc 19 thude khang dip in
(kém theo Cang vin sq

uy dinh, dé nghi khéng cong bé trong danh muc biét duge ghe Dot 20
7 YOLD-GT ngavy I—théing \\._\ nam 2020)

Dang bao Nué
TT | Tén thube Hoat chit Ham lwgng ché, Quy cich | S6 Pang Ky Co s sin xuit Dia chi co sé siin xuiit mm::“v.:nm.n
dong goi 3
2100 Syntex Court, Mississauga, Patent US 9,757,406 B2 xac lap pham vi bao hé cho dang bao ché chita sofosbuvir dang tinh thé
Sofosbuvir 400me: | Sofosbuvir 400me: Hap 1o 28 _u.m:_ao; Inc.; cor mQ.n_o:.n__ 261 thir [Onta .owrmz .:/.o,. aa chi co so va velpatasvir o ,.Ssm thé phéan .mz‘ rén Fe:m chit nén polymer gzon. tao bai co_uos.ﬁm_o, va cac &
7 |Epclusa Velpatasvir _co_::_ Velpatasvir _oozmu. vién; Vién nén |VN3-83-18  |cap, xuat xwong: Gilead dong goi thir cap, xuat xuong: [DA Canada [duge khac bao gom xenluloza vi :_E the, n_..omnm_.__._n_cxm natri, magie muom_.m.r Tuy nhién, _u.mﬁ_.: nay
© bao phim Sciences Ireland UC Business and Technology Park, khéng xic ldp pham vi bao hd cho 6 hop/hon hop hoat chat chira sofosbuvir va velpatasvir,
Carrigtohill, Co. Cork-Ireland Két ludn: Khang dap tmg quy dinh vé patent cap cho t6 hgp/hdn hop hoat chét.
) Hoy 2 vi % 14 Patent EP 2 365 800 Bl xac ._m_u pham vi bao hg n._E s‘m_‘_ nén chira ulipristal acetate. Tuy nhién,
8 [Esmya Ulipristal acetate Smg Sm:.uﬁm; i VN2-610-17 |Cenexi 17 rue de Pontoise 95520 Osny Phéap patent khéng xac lip pham vi bao :@.n:o hoat .n_aﬂ ulipristal acetate.
: K&t lugn: Khéng dap img quy dinh vé patent cap cho hoat chat.
a_wﬂﬂ“_c_”_ﬂwm Co s¢ san xudt: Roche Dia i cu s san xuat: Sandhofer ; v e 5 g 3 : ; x =
, dich dam dic |QLSP-H03- | Diagnostics GMBH: Ca s6 116 68305 ?..:.ra m: Dia Khoéng danh gia vi chi don khéng cung cap trinh ty amine acid cia Obinutuzumab dé phuc vu viée
9 |Gazyva Obinutuzumab 1000mg/40ml Soe e T p T S S dong goi va xuat xuomg: danh gia.
dé pha dung  |1134-18 dong goi va xudt xuomg: i —— g T P . . 3 £ s o 3 2
dich tiém F Hoffmann - La Roche Lid. ﬁf::._s_ms.nm, 4303 Kaiseraugst, Thuy Keét luan: Khéng dap tmg quy dinh vé patent cap cho hoat chat hodic dang bao ché.
truyén B!
Hép.1 éng Trong thur giai trinh, cong ty co vién dan doan 0033 cua patent EP 1610822 B1 ¢6 dinh nghta la
(cartridge) FSH duge san xudt dang protein trueng thanh day du bao gom =_:::u khong gioi han FSH nguoi,
chita :.o_wm | dugc san xudt bing _u__:o_sm phap tai t& hop hoac _u__u: _n._u tr _E_o: gdc con ngudi.
Yot ch mmr: ) ) Tuy nhién, doan néu trén vin ZEEU dé cdp truc tiép dén hoat chit follitropin alffa trong san _u:m:._
i . dung dich tiém |QLSP-891- Via delle Magnolie 15 (loc. Frazione ) Gonal-f duge xdc dinh trong hd so dang ky thude 1a hormone kich thich nang nodn ngudi, tai 1o
10 [Gonal-f Follitropin alfa 300 IU (22 pg/0,5ml) <w.:,m EE g |13 Merck Serono S.p.A Zona Indus , 70026 Modugno Y hop r-FSH dugce san xudt bang ky thuat ADN tai to hop tir té bao budng rimg loai chudt hamster
ding vési bin (BA) ,: ung Qudc, la mét glycoprotein ¢ 203 axit amin, bao 2om 2 tiéu don vi, tiéu dom vi alpha ¢6 bao
tiém: Dung 26m 92 axit m:HE va tiéu ma: vi beta wmo mo:._ 11 mz:" mz::.. Do mo._ V\Qw ciiu bao _,_o Q._m patent mw‘
dich tiém pha 1610822 B1 van E&:m deé cip trire _wmu dén duogc pham chira Follitropin alpha va khéng duge cot
w.m: trong biit la xdc lap pham vi bao hd cho san pham Gonal-f. )
Két ludn: Khong dap img quy dinh vé patent cép cho hoat chit.
Hop [ dng ,””wc:m thir giai trinh. cong ty nm vién din doan 0033 cua patent EP 1610822 B1 c6 dinh nghia la
(cartridge) FSH dugc san xuat dang protein trirémg thanh day do bao gom ::::: khéng gion han FSH ngur
chia trong | duge san xudt bing _u_EQ:r phap tai td hop hoac _._5: _NG tir ngudn géc con nguoni
biit c6 sin . Tuy nhién, doan néu trén vin khang dé cap truc ticp dén hoat chi follitropin alffa trong san pham
. ) ] ‘ 1.5mldung  |OLSP-HO2- Via delle Magnolie 15 (loc. Frazione Gonal-f dirgre xac dinh trong ho so dang ky thuoc 1a hormone kich thich nang noan nguon, tai (o
Il |Gonal-f Folhitropin alfa 9001U/1,5ml dich tiém S_ 1074-17 ferck Serono S.p.A Zona Industriale), 70026 Modugno ¥ hop _.ﬂmI. duge san xudt bing k¥ thuat ADN tai 16 hop tir té bao budng trimg loai chudt hamster
Mc Kim dé (BA) j.:nn Quac, la mét glycoprotein co 203 axit amin, bao gom 2 tiéu don <_,. tiéu don vi alpha ¢ bao
dingvaihit 206m 92 axit m::: va ticu don vi beta bao gom 11 axit amin. Do d6, yéu ciu bao ho cua patent EP
:n__rf Dung 1610822 B1 van khéng dé cap true tiép dén a:Qr phiam chira Fo i ha va khéng dugce cot
dich __._=r la xac lap pham vi bao h¢ cho san 23:_ Gonal-f .
: K&t lugn: Khong dap (g quy dinh vé patent cip cho hoat chat
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Phy luc 1: Danh myc 19 thudc khéng dip dng quy dinh, dé nghi khong cing bd
(kem theo Cing van s63%2

trong danh muc biét dwge gée Dot 20

'OLD-GT ngay m|:¢n..=oa ﬁ\ ndam 2020)

Dang bao :
TT | Tén thude Hoat chilt Ham lugng ché, Quy edch | S6 Diang Ky Co s sin xuit Dia chi co s¢ sin xuit mw.zw.”»q Ly do
dong goi
- Identification of Active:
Tiéu chuan chat lwong (goi tat [a TCCL) cua s6 gidy dang ky lru hanh méi bo sung phueng phép
dinh tinh Lamotrigine bing HPLC. Tuy nhién cin xem lai vi TCCL viét "Lamotrigine by HPLC
OR Lamotrigine by TLC OR Lamotrigine by UV scan” la chi si dung 1 trong 3 phuong phap l1a
khéng chap nhan (truémg hop dinh tinh ¢hi bing TLC hay chi bing UV 1a chua di tinh dac hiéu)
(BP 2019 dinh tinh bang TLC va HPLC)
- TCCL Shelf life Specification: chi tiéu Related substances thay déi phwong phap thir tir TLC
thanh HPLC ¢ dg chon loc, do ding, dé nhay cao hon; giéi han timg tap don thay déi theo hudng
14 Lamictal Hop 3 vix 10 [¥N-22130- |GlaxoSmithKline 189 Grunwaldzka Street, Poznan 60- chiehe :oﬁ»::. MQ:._»_,\.\.U ﬁ_‘S:: .m,,c_mﬂm\i e chdp. s_umz. (BEpmg RO 2019 2 .
SOome 50mg vien: Vién nén 119 DA SSRGS A 332 BaLan [Tuyn én can thay d&i cach viét TCCL cua chi tiéu Related substances cho ::.: _z,u._u.
- ’ - TCCL viét "Total Related substance: not more than 0,5%" 1a khéng dung véi phin phuong phap
thir (ca SPK et va mdi nhu nhau) vi mue giéi han (Limits) yéu cau:
+ Tap A phai <0,3%;
+ Cac tap khac, méi tap phai < 0.2%:; va téng cac tap khac phai < 0,3%;
Nhur vay tong tit ca cac tap (bac gom tap A) la < 0.6%
DE& nghi sira thanh "Téng cac tap chit, trir tap A: <0,5%".
- Theo TCCL cia SPK cit/mdi, tap 123WW79 chinh la tap A cua Lamotrigine theo EP8, EP9. pé
nghi stra chi tiéu tap 123WW79 thanh tap A.
(chuyén luan Vién nén Lamotrigine c¢d trong BP 2019; khéng ¢6 trong EP8, EP9)
Tafluprost Trong théng tin do cong ty cung cap khong co thng tin cho thay san pham Taptiqom duoc chira
0,015mg/ml; s ; = s . trong "dd chira chit yéu bao gom polyethylene va duge san xudt bang phurong phap diie thoi ép
I5 |Taptigom [Timolol (duéi dang |0.015mg/ml + Smg/ml H.M”m.raw_.”_”__d.m_ VN2-652-17 |Laboratoire Unither an»_n._uw_m faeie =32 L] Eawtaon Phap [din” nhu néu trong diém 1 yéu cau bao hé cua patent EP 2306977 B. Do do, chura thé két luan EP
Timolol maleat) o 2306977 B1 xac lap pham vi cho san phiam thude nho mét Taptigom.
Smg/ml e K&t ludn: Khong dap tmg quy dinh vé patent cdp cho san pham thube nho mét.
W.._%”Ho __u"”.dw Cor s sén xuét: Roche Dia chi co sa san z:‘mh Sandhofer ) . . ) ‘ , )
. ) dich dm dae |QLSP-HO3- |Diagnostics GMBH: Car i 1o oxmcm Mannheim; Dia chi co so Khéng danh gia vi chi don khong cung cap trinh tu amino acid cua Atezolizumab dé phuc vu viée
16 |Tecentriq  |Atezolizumab 1200mg/20ml S e R déng goi va xuat xuwong: Pirc  [danh gia.
deghadug |13k CunpED! VI IONE, Wurmisweg, 4303 Kaiseraugst, Thuy Két ludn; Khong dép tmg quy dinh v& patent cip cho hoat chit hofic dang bio ché
dich tiém F.Hoffmann - La Roche Lid. st 2 i i B Cal DR qucl p P £ HeCang "
truyén
Touieo :~.._ov u EM N T Industriespark Hochst, Khéng danh gid do Cong ty khéng dan chiéu diém yéu ciu bao hé xic lap pham vi bao hd theo
17 moﬁmm::. glargine 300 don v?/ml ::._wn_,.u_m _“m_u M:_“_, A_.;uw e QM_*__“MW_H& .. Briiningstrafie 50, D-65926 Bire  |quy dinh néu trong khoan 2 myc | Quy dinh ban hanh kém theo Quyét dinh s6 2962/QD-BYT
DHiiis g _,d :er Frankfurt am Main ngay 22/08/2012 cua Bd Y t&.
L, ) Hap 10 éng _Aoo Moo 16 Bangpa-In Industrial R ) N
18 _._.;:wm::: Acid Tranexamic  |250mg/ml Sinl: Dhang VN-21605- Olic (Thailand) Lid. Estate, Udomsorayuth road, Théi Lan Co 50 san xudl .S_ Thai Lan, khong thude cac nuede Stringent mnmc_m_o_.@. Authorities - danh sach
Injection dich tiém 18 Bangkrason.Bangpa-In, Ayutthaya co quan quan ly duge chat ché (SRA) theo ¢ong bo cua WHO - cac nuire ICH trrde 23/10/2015.
‘ Province
I Tear R s ; Yenisehir Mahallesi Dedepasa o s [C0 8@ san xuat tai Tho Nhi Ky, khéng thude cac nude Stringent Regulatory Authorities - danh
19 “Mrm_m: Diclofenac natri 25mg . Z.o,.. ik aphile O_n_n e.n,?_:: Caddesi No. 17, 34912 Z_u:,_rov.. ! _6‘27_ sach co quan quan 1y duge chit ché (SRA) theo cong bo E_w EIOM.H cac nuoe ICH trude
25 nén bao tan |18 Urunleri San. ve Tic AS Ky , -
) . Istanbul - 23/10/2015.
trong ruot
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Phy lyc 2: Danh muc 18 thube chua dip dmg quy dinh, dé nghi Doanh nghiép bé sung, gidi trinh
(kém theo Cong van 5634 /2 /OLD-GT ngéy %!I_.}_mxw %,:m.,: 2020)
- ]

Dang bao Sé Din Nude
TT | Tén thudc Hoat chit Ham lwgng ché, Quy cdch K¢ g Co s sin xuft Pia chi co sé san xuit | san di dung Bo sung/Giii trinh
dong goi o xuit
Standardized )M- .
b ) Standardized )M-
85 lyophilisate o S
. 85 lyophilisate
coresponding to .
coresponding Lo
20mg; i
Broncl Lyophilised ot LyopiBeS |\pe v urem
Sl YOP i bacterial lysate of ..;n <‘~,x QLSP- Rue du Bois-du-Lan 22, | Thuy |Cdng ty khong cung cap Bang so sanh tiéu chuan chat luong gitia s6 giay phép luu hanh
5 |Vaxom bacterial lysate of ; vién; Vién OM Pharma SA p H PR e
o5 : Heamophilus , 1116-18 1217 Meyrin St |ct va mdi. Bé nghi bo sung.
Children Heamophilus : nang cimg
L influenza,
influenza,
Streptococcus
Streptococeus
. (Diplococcus)
(Diplococcus) .
; pneumoniae ..
pneumoniae
Amlodipine (duat [Amlodipine (dudi T 3
P A . A 1o 1. Ban sao c6ng chimg thu co hop phap hoa lanh su tir cha so hitu patent ((Pfizer
dang Amlodipine |dang Amlodipine . % L e 4
; ; . % i = produets inc. (US)) trao quyén sit dung patent cho chu s& hitu san pham (Pfizer
besilate); besilate) Smg; Hop 3 vix 10 ; Betriebsstatte Freiburg, : : S : } ; 2 SN
: I + . |VN- Pfizer Manufacturing . |(Thailand) Ltd) va cho chu s& hitu san pham duge kinh doanh san pham Caduet & Viét
6 |Caduet Alorvastatin Atorvastatin (dudi |vién; Vién nén % Mooswaldallee 1, 79090 | Duc
s - ; 21933-19 |Deutschland GmbH ; Nam.
(dudi dang dang Atorvastatin  |bao phim Freiburg 2 ; g s . i i S ;
: : = 2. beé nghi cung cap tai liéu chimg minh co so san xuat Pfizer Manufacturing
Atorvastatin calei |calci trihydrate) i A . 4 %
) Deutschland GmbH - Bure duge phép sir dung patent dé san xuat thudce Caduet
trihydrate) 10mg
Amlodipine (duai |Amlodipine (dudi ; "
B A . 2 A : |. Ban sao cong chimng thu co hop phap hoa lanh su tir chu so hiru patent ((Pfizer
dang Amlodipine |dang Amlodipine : e i o z
T . - " : : o5 products inc. (US)) trao quyen si dung patent cho chii s& hitu san pham (Pfizer
besilate); besilate) Smg; Hép 3 vix 10 . N ) Betriebsstatte Freiburg, S ; o7 s 2 ) i 3 .
; ; : 2 <. |VN- Pfizer Manufacturing - . |(Thailand) Ltd) va cho chii s& hitu san phdm duogc kinh doanh san pham Caduet ¢ Viét
7 |Caduet Atorvastatin Atorvastatin (dudt |vién; Vién nén “  |Mooswaldallee 1, 79090 | Birc
. . 21934-19 |Deutschland GmbH ) Nam.
(dudi dang dang Atorvastatin  |bao phim Freiburg y . A o . : 5 By . .
ik ; oy = 2. Pé nghi cung cap tai liéu chimg minh co s¢ san xuat Pfizer Manufacturing
Atorvastatin calci |calei trihydrate) o . i o i 3
: Deutschland GmbH - Dire duge phép sir dung patent dé san xuat thuoc Caduet
trihydrate) 20mg
Description: tinh chat cta vién theo tiéu chuan chat lugng (TCCL) ctia s6 gidy ding ky
luu hanh moi khae s6 gidy dang ky luu hanh cii. can xem xét thém cac diém:
- Nang cimg theo so gidy dang ky luu hanh cii co phai la nang gelatin khong? Cung cap
S — TCCL vo nang dé so sanh.
Hidrasec s VN- 21, Rue de Pressoir. - M ta thude trong nang khéc nhau, xem xét cong thire bao ché/ quy trinh san xuét (giai
8 Racecadotril 100mg cimg, Hop 2 vi Sophartex : : Pha STty i = quy o =
100mg = o 21653-19 P 28500, Vernouillet P doan trude dong nang) o thay doi:

x 10 vién

+ S0 gidy dang ky luu hanh mdi chi ghi "bat mau trdng": giai trinh ¢6 ai khac vai "bot
min va com hat nha".

+ 86 gidy dang ky luu hanh mai ghi “strong sulphuric smell™ giai trinh mui ¢é khac
"strong odor".
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Phu lye 2: Danh muyc 18 thude chua dap irng quy dinh, dé nghi Doanh nghiép bé sung

tkém theo Cong vin 565, wNNAQPD-Q T ngay F—thing

. gidi

Ah nam 2020)
7

Dang bao S& Din Nude
TT | Tén thude Hoat chit Ham lwgng ché, Quy cich Ky g Co' sé sdn xuit Dia chi co sé sdn xuft | sin Noi dung Bo sung/Giai trinh
déng géi o4 xuit
i s £ L6 1-8-2, Pung DS, M.%:wmc_ EMT www_hwﬂ.:_wm_”w 50 cap nhat tiéu chuan chat lwong theo tiéu chudn cia thu
) e : ¢ dang san > :
G i . . |VD- i 0 a ong nghé cao, P. Vié 55 o } b s Aoww w g 2 5 ; o
15 |Telfast BD mmxoﬁmmn.__: 60mg vién; Vién nén D mo:m i m.wo phian Kby nw:m :mﬁ;rmoa it Cuc Quan ly Dugc chua co Céng van vé viéc cap nhat tiéu chuan chat luong cia Cong ty.
hydroclorid = . 27322-17 |Sanofi Viét Nam Long Thanh My, Q.9, Nam . vy B - L S O ) .
bao phim b B¢ nghi bo sung Céng van cta Cuc QLD dong y vé viée cdp nhat tiéu chuan chat luong
TP. HCM e . R : : . E o B B
cua thuoe Telfast BD va tiéu chuan chat lugng cua thudce tai nudce sd tai dé thim dinh
,:Emn cdp lai s6 gidy dang ky luu hanh, khong thay ddi cac thdng tin khéc (vé hoat cht,
Hép 5 vi 10 ke Pt Bk nong do-ham luong, nha mm: xudt) so vai s6 gidy dang ky luu hanh cii ?.Z-Gm@w _B da
i 4 “ i .. |VN- - , - - . dirge cong bo biét duoe gée Dot 3. Cang ty cam xmﬁ tiéu chudn chit lugng cua sé gidy
16 |Trileptal Oxcarbazapine 300mg vién; Vién nén Novartis Farma S.p.A  |131, 80038 Torre Y
= ; 22183-19 : dang ky luu hanh méi khong thay déi so vai sb gidy ding kv luu hanh cii. Dé nghi Cong
bao phim Annunziata (NA) — Italy g z A i L e id ; £ i :
ty cung cép ticu chuan chat lugng va phuong phap kiém nghiém cua 02 s6 giay dang ky
luu hanh dé xem xét.
Mai Iml dung Mdi 1ml dung Thudc ¢ip lai s6 gidy dang ky luu hanh, E#,:E thay doi cac thang tin khac (vé hoat chat,
dich cha: dich chira: Hop 1 lox ndng do-ham luong, nha san xudt) so voi sb gidy ding kv luu hanh cii (VN-15707- 12)- da
el L o— Moxifloxacin Moxifloxacin m:% U:‘: VN- AR R L 6201 South Freeway M duoge cong bd biét duge gbe Dot 6. Cong ty cam _mmﬂ Liéu chuan chét luong cia sb gidy
=2 (dudl dang (duol dang n:nw, ki Wmﬂ 22182-19 ’ Fort Worth, Texas 76134 Y dang ky _:: hanh méi khéng thay ddi so voi s6 gidy dang kv luu hanh ci. Bé nghi Cong
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