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Email: syt@kiengiang.gov.vn

Co quan: Tinh Kién Giang

Thoi gian kv: 01.10.2021 17:30:01 +07:00

UBND TINH KIEN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM

SOYTE Doc lip - Tw do - Hanh phiie
S6:%443 / SYT-NVYD Kién Giang, ngay0{ thang 10 nim 2021 i;Q/f
V/v dinh chi thu hoi my pham {C. D

khong dat tiéu chuén chét luong.

TRING TNYTER GIONG RIENG - . A
i

Kinh guj:
BB i v

DL\‘I o Cac co quan, don vi thudc va truc thuoc S Y té;

\{ln\ /7/ £ :?/af Gl - Céc co s¢ kinh doanh str dung my pham trén dia ban tinh;
Lhuw ......................... (Sau day goz fat la cac Don vg) /Z,/“
LJ'U {lﬂ bﬂ' ........................ % Aﬁ -

Theo dé nghi cta Cuc Quan ly Duge — B0 Y té tai Cong vin 56 11489/QLD-
MP ngdy 23 thang 9 nam 2021 vé viéc dinh chi thu héi my phdm khéng dat tiéu chuin
chét lugng (dinh kém),

S Y té théng béo dén cic Pon vi thyuc hién noi dung sau:

1. Tién hanh ra sot, ngimg ngay viéc luu thong, kinh doanh, sir dung 16 my
phdm khéng dat tiéu chuin chét lwgng va tra vé co s§ cung g san phim:

San phim T inh chit gel phu khoa FUVALCARE 150ml (So cong bé:
0788/21/CBMP-LA cép ngay 19/4/2021); S6 16 SX: 011221; ngdy san xuit: 010521; j
han ding: 010524 do Cdng ty CPDP Bidopharma USA - Chi nhanh Long An san xuit;
Coéng ty TNHH c6ng nghé duoc phim GALI-USA chiju trach nhiém dua san pham ra
thi truong.

Ly do thu héi: Mau kiém nghiém san phim khong ddp tmg yéu ciu chit lugng
vé tdng sb vi sinh vét.

2. Thu truéng co quan, don vi thude va truc thude S6 Y té trlen khai, thuc hién
ndi dung thong bdo nay dén cic bo phén truc thudce; dé nghi phdi hop UBND cac
huyén, thanh phd trién khai noi dung thong bio nay dén céc co sd kinh doanh, sit dung
my phim thude dia ban quan ly dugce b:et thure hién thu hoi 16 san phim my ph"un vi
pham néu trén (néu c6 kinh doanh, st dung), ddng thdi bdo cdo két qua thu hoi vé So
Y té.

3. Giao Thanh tra S¢ Y (€ chu tri, phéi hop clng co quan, don vi ¢ lién quan
tién hanh kiém tra, giam st vige thuc hién cia ciac Pon vi theo thong bdo nay va khi
phat hién sai pham tién hanh xir Iy theo quy dinh hién hanh.

S& Y té thong bio dén cac Pon vi duge biét va thue hién./. A% —

Noi nhin: KT. GIAM BOC

- Nhu trén; R 0o GIAM pOC
- UBND huy¢n, thanh pho (dé phm hop); / {1 .

- Phong Y té Phi Quéc (dé phdi hop); ;

- Trang thong tin dién tir SYT;

- Trang HSCV;

-NVYD;

- Luu: VT, tdphi.

D3 Thién Ting
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@ #eT BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DU'O’C Poc lap - Tw do - Hanh phiic
S6: 11489 /QLD-MP .. Ha Ngi, ngay 23 thang 09 nam 2021

V/v dinh chi thu hoi my pham
khéng dat tiéu chuan chat [uong

Kinh guri: $ :
- SU Y t& cdc tinh, thanh phd truc thudc Trung - ong;
38V TE KIEN GIANG ; \Cong ty TNHH cong nghé duoc phim GALI-USA;

3 L\ (Pia chi: 107 Puong s6 40, phiecng Tian Phong, Qudn 7, Tp. Hé Chi Minh)
SO.......’.‘.*: n[ .............

‘ 4‘:? - Cong ty CPDP Bidopharma USA - Chi nhanh Long An.
JEf o | Lon
Y Nghyssn 5 ! / ol (Dia chi: Xuong K2-1, KCN Tdn Kim mo rgng, thi tran Can Giuge, huyén
g ' Can Giugc, tinh Long An)

hnjen
30 rzﬂf hiéu HS:..

|
i Can ctt Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cta B Y té quy
dmh vé quan 1y my pham;

Cén cir cac cong vén cia Trung tdm kiém nghiém thudc, my phém, thuc
pham tinh Quang Ngii bdo cdo ket qua kiém nghiém san pham Tinh chit gel
phu khoa FUVALCARE 150ml 56 L6 SX: 011221; NSX: 010521; HD: 010524
(S6 cong bd: 0788/21/CBMP-LA cip ngay 19/4/2021) do Cong ty CPDP
Bidopharma USA - Chi nhanh Long An (Pia chi: Xuong K2-1, KCN Tén Kim
mé rong, thi tran Can Giuge, huyén Can Giude, tinh Long An) san xuat Cong ty
TNHH cong nghé duge phim GALI-USA (Dia chi: 107 Duong 56 40, phudng
Tén Phong, Quéan 7, thanh phd Hb Chi Minh) chiu trach nhiém dua san phim
my pham ra thi tnrong

- Cong vin s0 264/BC-TTKN de ngay 15/7/2021, kém theo Phiéu kiém
nghiém s6 626/PKN ngay 13/7/2021 vé mau my pham Tinh chat gel phu khoa
FUVALCARE 150ml s6 L6 SX: 011221 duge ly tai Quéy thudc Kim Thanh
(Pia chi: Binh Long, huyén Binh Son, tinh Quang Ngii);

- Cong vin s6 268/BC-TTKN dé ngdy 20/7/2021 kém theo Phiéu kiém
nghiém so 648/PKN ngay 19/7/2021 vé mau my pham Tinh chat gel phu khoa
FUVALCARE 150ml s6 L6 SX: 011221 duoc ldy tai Quiy thudc Thu Han (Dia
chi: cho Binh My, huyén Binh Son, tinh Quang Ngai) va Phiéu kiém nghiém s6
649/PKN ngay 19/7/2021 vé mau my pham duoc iy tai Cong ty TNHH TM va
DV XNK DP Nguyén Thinh (Pia chi: 18/11 Chu Vin An, thanh phd Quéng
Ngii, tinh Quéng Ngéii)

Cac mau my pham trén duoc liy de kiém tra chat luong. Két qua kiém
nghiém cac miu thir khong dép Gmg yéu cu chat lugng vé tong s6 vi sinh vat.

\-c-

iy

Cuc Quan ly Dugc théng bao:

1. Pinh chi luu hanh, thu hdi trén toan qudc san phim my phérn

San pham Tinh chat gel phu khoa FUVALCARE 150ml (S6 cong bb:
0788/21/CBMP-LA cép ngay 19/4/2021) s6 Lé SX: 011221; NSX: 010521; HD:

010524 do Cong ty CPDP Bidopharma USA - Chi nhanh Long An san xuit;
Cong ty TNHH cong nghé dugc phidm GALI-USA chiu trach nhiém dua san

4-1.2.__ em dlal dieeadiia o



Ly do thu hdi: San phdm my pham khong dap tmg yéu ciu chat lugng vé
chi tiéu tong sb vi sinh vat.

2. Céng ty TNHI cong nghé duge pham GALI-USA va Cong ty CPDP
Bidopharma USA - Chi nhanh Long An phai:

- Guri thong bdo thu hoi téi nhimg noi phén phdi, str dung san phim Tinh
chét gel phu khoa\FUVALCARE 150ml sb L6 SX: 011221; NSX: 010521; HD:
010524 (Sb cong bod: 0788/21/CBMP-LA cép ngay 19/4/2021). Tién hanh thu
héi toan bo 16:m§y pham khéng dép ung quy dmh

- Gmﬂaao cdo thu hoi san phim trén vé Cuc Quan ly Duoc trudc ngay
25/9/2021“

3S6 Y té thanh pho Ho Chi Minh va S¢ Y té tinh Long An kiém tra,
g1amfsat viée thu hdi my pham khong dap ng quy dinh, kiém tra viéc thuc hién
céc’quy dinh hién hanh vé san xudt, kinh doanh m§ phim ctia Céng ty TNHH
Qé”ng nghé duogc pharn GALI-USA va Coéng ty CPDP Bldopharma USA - Chi

c-:nhanh Long An; xu Iy vi pham theo quy dinh va bao céo két qua vé Cuc Quan
> ly Dugc.

4. S& Y té cac tinh, thanh pho true thuc Trung uong thdng béo cho cic
co so kinh doanh, sir dung my phim trén dia ban tién hanh thu hdi 16 san pham
m§ pham néu trén; kiém tra, gidm sat cac don vi thuc hién théng bao nay; xu Iy
céc don vi vi pham theo quy dinh hién hanh./.

Noi nhin: KT. CUC TRUONG
- Nhur trén; ' HO CUC TRUONG
- Ctr. Vi T}lén Cuodng (dé b/géo); rht

- VKN thuoe TW; VKN thude Tp. HCM (dé€ biét);
- Trung tam KN thuoc MP, TP Tp HCM (de bxet),

- Trung tdm KN thuoc MP TP tinh Quang Ngai (de o
biét); 20
- Trang TTDT Cuc QLD; guyén Tit Dat
- Luu: VT, PCTTr, MP (NT).
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KNQNG

SO Y TE QUANG NGAI
TRUNG TAM Kn‘:M NGHIEM

THUOC, MY PHAM,
978B Quang Trung -

Ap

Q_f}r

éPHIEU KIEM NGHIEM

Miu dé kiém ngﬁ'ien:
Co' sé sdn Xlkf

Co sé nhaQ“khau (d6i véi thube nude ngoai):

(~\

S6 16

So gny"dﬁng ky luu hanh hoic sé gidy phép nhip khéu:
: Cty TNHH TM va DV XNK DP Nguyc?nnh
’/

Nm l;ly mau
F,«f
Nguo‘l Iy mau
“Yéu ciu kiém nghiém

Ngiy thang nim nhin miu :

Ngudi giao miu

Tinh trang miu khi nhin va m& niém phong dé klem nﬂhlen

'IP Quang Ngii
bT: 3822829 - ["a}u 3825212

CONG HOA XA HOI CHU NGHIA VIET NAM
Boc 1a 'Iu’ 0 -
THUC PHAM N

/”/uln\\‘\

VILAS 624

: 449 /PKN

: Tinh chit gel phu khoa FUVALCARE 150 ml

Cty CP DP Bidopharma USA - Chi nhanh Long An
v

NSX: 010521 Han dung: 010524
(0788/21/CBMP-LA

01]221

18/11 Chu Vin An, tp. Quang Ngdi

e,

: DS. Minh Xuin

: CN. Kim Kiéu

hién bat thucmv

N m’un

: Kiém tra chdt bao quan & glm han
24/06/2021 S6 dan n
l Au: C

“"“)‘/ S

mem..m,MP 618
JHoang ang Co & DS. Mai

a1 nguyén, chua phéat

.r,.,- ¥

1)

N Tai liéu dp duug /))

-Propylparabcn }.? /
-Butylparaben B

= _.,r K&t Cle
Ch‘ tleu cf‘witﬁl-uqng /;.,- Ph‘lm’ng\;ﬂmp }hll‘ erc chqfa‘{ ong : 9"’-’
1 Dm! t! “(H‘RJLC) () ' }\ \ L
- Methylparaben /.2 /1 Yy & i s - KPH (LOP =5 pg/g)
- Ethylpasberr . { TTis/HD28 Theng s - KPH (LoD = 8 ygle

06/2011/TT-BYT

- KPH (LOD = 8 pgfg)

- KPH (LOD = 15 ug/p)

2 Tong 50 ,\ufsmh viit (vi
khuian, nim men, nam

mic) < 1000 cfi/ g

ACM 006

(TCCS 01:2020/BIDOPHARMA
USA-LA)

- Khéng dat
(77091 cfu/g)

3. Staphylococcus aureus"
Khéng duge ¢6/0,1 g

ISO 22718:2015

(TCCS 01:2020/BIDOPHARMA
USA-LA)

- Pat

. L]
4, Pseudomonas nerugmosn‘ )

Khéng dugce ¢/ 0,1 g

ISO 22717:2015

| (Tces 01:2020/BIDOPHARMA

USA-LA)

- Pat

KET LUAN: Miu thir khéng dat yéu ciu chét lugng cac vé chi tiéu tdng sb vi sinh vat./.
Ghi chi: LOD: gidi han phdt hign; KPH: khdng phat hién

Ghi chii

Quang Ngm ngay/f [J thdang 7 ngm 2021
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KNQGNG)]

sd Y TR QUANG NGAI
TRUNG TAM KIEM NGHIEM
THUOC, MY PHAM, THUC PHAM

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lap - Tu’ (iour-ﬂii i

nh

9788 Quang Trung - 'I:l? Quang Ngii %
DT: 3822829 - Fax: 3825212 .a: Pty
_,‘\ ‘/‘ /'—--‘\ 'S‘

I

ErMMmsA .
VILAS 624
@HIEU KIEM NGHIEM -
& Sb: g4 f/PKN
;&

Mau dé kiém ng hiém
Co' s sdn xu@

: Tinh chit gel phu khoa FUVALCARE 150 ml

Cty CP DP Bidopharma USA - Chi nhanh Long An

Co st nhap khau (ddi véi thude nuwée ngoai):

S6 16

a
P

Sb gmx*ﬂ?mg ky lwu hanh hogc s6 gidy phép nhip khau:
: Quay thudc THU HAN. Cho Binh My, Brnh Son, Quéng Ngii

01122]

Noi I8 méu

Ngu%'l liy miu : KTV. Hong Minh
Y%u ciu kiém nghiém

‘Ngay thing nim nhian miu : 10/06/2021
Ngudi giao miu : CN. Kim Kiéu

v

NSX: 010521
0788/21/CBMP-LA

Lo

»' 4

: Kiém tra chit bao quan & gi¢i han yi §mh

kiém. nghu;m 21LMP-546
HoangC ¢ DS. Mai

S6 d'mg//y

Ngudi nhfm Au: CN

Han ding: 010524

r" ™
./ Nt
f

Tmh trang méu khi nhdin vi mé niém phong dé kiém nghlq:m C(hl.r@\ phat hxe}n)bat thuang

Tai litu 4p \l{g/

7

| Phuongpha
A

Mlé{éha/t"@ ng ol

: =Kétfﬂ‘i§!' :-:

B B;nh tmh )

- Meth pa a en f\ \ \ oy # gl - KPH (LOD =5 pg/p)
: Ethylp ra en \ TD157HD28 e il - KPH (LOD =8 ugle)
3. /,». 06/2011/TT-BYT : :
ropy para en’ KPH (LOD =8 pg/g)
- Butylpa:atgetg o - KPH (LOD =15 pg/g)
2.Tong’so vi ﬁrhﬁr@t (vi (TCCS g
khudn, b o, hin ACM 006  |01:2020/BIDOPHARMA ﬁg;gﬁg df‘-‘f,a
mée) @ <1000 cfu/ g USA-LA) ( cfu/g)
& (TCCS
3‘%{"-"’3”“"? /"6‘;“’” 1SO 22718:2015 | 01:2020/BIDOPHARM | - Pat
ong dugc ¢/ 0,1 g A USA-LA)
Ao (TCCS
5 ‘Eﬁf‘d"’g"”“ f’f’;’f’”“" ISO 22717:2015 |01:2020/BIDOPHARMA | - Pat
ong dugc co/ 0,1 g USA-LA)

KET LUAN: Miu thir khéng dat yéu cdu chit lugng cdc vé chi tiéu tdng sé vi sinh vat./.
Ghi chu: LOD: gidi han phat hiégn; KPH: khéng phat hi¢gn

Ghi chit

- Chi tiéu thix nghigm ¢6 dé (*) I chuea ding ky cong nhan VILAS: (%) la duge e hién bai nhr

Quadng Nggi: /U thing 7 ngm 2021
7 ’73\ "gﬂL

A AM POC
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CONG HOA XA HOI CHU NGHIA VIET NAM

Dac 1ap - Tu do - Hanh phic
SOy,

sG Y TR QU.&\JQ NGAT
TRUNG TAM KIEM NGHIEM

THUOC, MY PHAM, TiIUC PHAM
978B Quang Trung - TP Quing Ngii

KNQNG T =
. PT: 3822829 I:‘a\c 3825212 —’//;'__\__‘\
o '/4’//!,/-—-;;\\\\\
‘ol ,
J’HIEU KIEM NGHIEM VILAS 624
54 So: 26 /PKN
'\"’ :
Miu dé kiém ngh‘iém : Tinh chét gel phu khoa FUVALCARE 150 ml
Co'sé san xuat) Cty CP DP Bidopharma USA - Chi nhanh Long An
Co'sé nhaplﬁxau (d6i véi thude nwée ngodi): v
S6 16 :} : 011221 NSX: 010521 Han ding: 010524

Sé gify:diing ky luwu hanh hodc sb gidy phép nhap khiu:  0788/21/CBMP-LA

Noi 14y miu : Qudy thudc KIM THANH. Binh Long, Binh Son, Quéng Ngii
Ngu'ﬁ’: 1y miu : DS. Minh Xuédn / oo
Ygu cAu kiém nghié¢m : Kiém tra chét bio quan & g:m han yi smh /'f'/.\-"

’Ngay thang nim nhin miu : 10/06/2021 So d.mg l{} k__l_em nghupm ZIL‘MP 537
Ngudi giao mau : CN. Kim Kiéu Ngudi nhin mau N Hoang CU& DS. Mai

Tinh trang miu Khi nhiin va mé& niém phong dé kiém nghiem Hop I\chai 150 ml nguyen niém

HRa Tai liéu np\dum’:f 5 \.l‘:;'f” R
I 4 o Phwf&gpkﬁpg Mie 9@“3_ |
1. Dmh tmh « (PLC) P B
- Methylparabén bk AN\ 2T - KPH (LOD =5 pglg)
- Ethy@aben\ ) U /N rTisiDas . Thong 56 - KPH (LOD=8 gl
L /1 paeg /201 1/TT-BYT :
- Propylparaben,-ﬂ e | sl - KPH (LOD = 8 pgg)
- Butylparaben ) s - KPH (LOD = 15 pglg)
3.Téng sb v Sl\lh vat vi {TECS "
khuin, ng\m men, n(am ACMO006  |01:2020/BIDOPHARMA |~ Khong dat
méc) @) < 1000 cfu/ g USA-LA) Szl
4.Staphylococcus aureus (e
3 : [SO22718:2015 | 01:2020/BIDOPHARM | - Dat
Khong duge c6/ 0,1 g A USA-LA)
5. Pseudomonas aeruginosa ) i (€5
s Z 1SO22717:2015 [01:2020/BIDOPHARMA | - Pat
Khéng dugce ¢6/ 0,1 g USA-LA)

KET LUAN: Mau thir khong dat yéu cAu chét luong cac vé chi tiéu téng sb vi sinh vat./.
Ghi chii: LOD: giéi han phdt hién; KPH: khong phdat hién

Qudng Ngar ngay/i 2 thang 7 nam2021
R e

Gl ehit

- Ch: tiéu lh:rngluém cé a’(m (*) ia dnm dang .L_} cang nh{m HLAS {"‘) g dhege thiee hign bo lyg&."mu ,ulm )
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/4 ::\ 'li_ibéi:CucOuin
| Folndon S el ; 2
@ 33%505&““"2 BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
' CUC QUAN LY DUQC Déc ldp - Ty do - Hanh phiic
Sé: 11489 /QLD-MP ./ Ha Noi, ngay 23 thdang 09 nam 2021

V/v dinh chi thu hdi my phidm
khong dat tiéu chufn ch\&j_i'uung

Kinh gri: &
- S Y t€ c4c tinh, thanh phé tryc thude Trung - ong;

v TR KIEN GIANG G;-s*h‘(ﬁl‘c")rxg ty TNHH cong ngh¢ dugc phim GALI-USA; :

BRI ,_?7/ s £ ~ (Dia chi: 107 Puong sé 40, phuong Tan Phong, Qudn 7, Tp. Hé Chi Minh)

fipg A & - Céng ty CPDP Bidopharma USA - Chi nhénh Long An.

BN l"lf.{?.lr'rl)ijffj/“-?[ws (Dia chi: Xuong K2-1, KCN Tan Kim ma réng, thi tran Can Giugc, huyén
o< A Can Giude, tinh Long An)

“vh kv hify TG,

_fﬁCﬁn ctr Thong tu s 06/2011/TT-BYT ngay 25/01/2011 ctia B& Y té quy
_sdinh vé quan 1y m§ phim;
;f-' Cian cr cdc cong van cia Trung tdm kiém nghiém thudc, m§ pham, thuc
°" phém tinh Quang Ngii bdo cdo két qua kidm nghiém sin phdm Tinh chét gel
phu khoa FUVALCARE 150ml s L6 SX: 011221; NSX: 010521; HD: 010524
(S6 cong bb: 0788/21/CBMP-LA cép ngdy 19/4/2021) do Céng ty CPDP
Bidopharma USA - Chi nhanh Long An (Dia chi: Xuong K2-1, KCN Tan Kim
mé& rong, thi trAn Can Giuc}q, huyén Cin Giude, tinh Long An) san Xudt: Cong ty
TNHH cong nghé dugc pham GALI-USA (Pja chi: 107 Puong sb 40, phudng
Tén Phong, Quéan 7, thanh phf) Ho6 Chi Minh) chiu trich nhiém duwa san phém
my pham ra thi truong.

- Céng vin s 264/BC-TTKN d& ngay 15/7/2021, kém theo Phiéu kiém
nghiém sé 626/PKN ngdy 13/7/2021 vé miu my phiam Tinh chét gel phu khoa
FUVALCARE 150ml s6 L6 SX: 011221 dugc ldy tai Qudy thuéc Kim Thanh
(Dia chi: Binh Long, huyén Binh Son, tinh Quang Ngii);

- Céng vin sb 268/BC-TTKN dé ngay 20/7/2021 kém theo Phiéu kiém
nghiém s6 648/PKN ngay 19/7/2021 v& mau my pham Tinh chit gel phu khoa
FUVALCARE 150ml s6 L6 SX: 011221 duoc 14y tai Qudy thube Thu Han (Bia
chi: chg Binh My, huyén Binh Son, tinh Quang Ngai) va Phiéu kiém nghiém sb
649/PKN ngay 19/7/2021 vé mau my pham duoc ldy tai Cong ty TNHH TM va
DV XNK DP Nguyén Thinh (Pia chi: 18/11 Chu Vin An, thanh phd Quang
Ngii, tinh Quang Ngai).

Cac mau m¥ pham trén duoc ldy dé kiém tra chit lwong. Két qua kiém
nghiém céc mau thir khéng dap ng yéu ciu chit luong vé téng sb vi sinh vat.

Cuc Quan ly Dugce thong bao:

1. Pinh chi luu hanh, thu hbi trén toan qudc san phim my phim:

San phadm Tinh chit gel phu khoa FUVALCARE 150ml (S6 cong bé:
0788/21/CBMP-LA cép ngay 19/4/2021) s6 L6 SX: 01 1221; NSX: 010521; HD:

010524 do Céng ty CPDP Bidopharma USA - Chi nhanh Long An sin xudt;
Céng ty TNHH cong nghé dugc pham GALI-USA chiu trach nhiém duwa san

P B SESRSPC) L, D



Ly do thu hdi: San phidm my phdm khéng dap ¥mg yéu cAu chét luong vé
chi tiéu téng sb vi sinh vAt.

2. Cong ty TNHI‘TVCOHU nghé dugce phim GALI-USA va Céng ty CPDP
Bidopharma USA - Ch: nhéanh Long An phai:

- Guri thong lzao thu hoi téi nhimng noi phan phdi, sir dung san phim Tinh
chét gel phu khoa\FUVALCARE 150ml s6 L6 SX: 011221; NSX: 010521; HD:
010524 (Sb comg bd: 0788/21/CBMP-LA cAp ngay 19/4/2021). Tién hanh thu
héi toan b iofmy phim khong dap ung quy dmh

- Gm *bao céo thu hdi san phim trén vé Cuc Quan Iy Dugc trude ngdy
25/9/202L

37S¢ Y té thanh pho Hb Chi Minh va S& Y té tinh Long An kiém tra,
glémeat viéc thu hdi m¥ pham khong dap ting quy dinh, kiém tra viéc thuc hién
caC“quy dinh hién hanh vé san xuét, kinh doanh my phim ctia Cong ty TNHH
cé‘ng nghé dugc pham GALI-USA va Céng ty CPDP B1dopharma USA - Chi

afhanh Long An; xtr Iy vi pham theo quy dinh va bao céo két qua vé Cuc Quan
1y Duge.

4. S& Y té céc tinh, thanh pho tryc thuge Trung wong théng bao cho cac
co s¢ kinh doanh, str dung my pham trén dia ban tién hanh thu hdi 16 san phim
m§ phim néu trén; kiém tra, gidm sat cac don vi thuc hién thdng béo nay; xur Iy
cac don vi vi pham theo quy dmh hién hanh./.

Noi nhan: KT. CUC TRUON
- Nhur trén;

- Ctr. Vii Tuén Cudng (d¢ b/cao);

- VKN thuée TW; VKN thudc Tp. HCM (dé biét);
- Trung tdm KN thuoc MP, TP Tp.HCM (dé btet) 5
- Trung tdm KN thude, MP, TP tinh Long An (de blet)

- Trung tam KN thube, MP, TP tinh Quang Ngai (dé
biét);

- Trang TTDT Cuc QLD;

- Lwu: VT, PCTTr, MP (NT).
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SO Y TR QUANG NGAI CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG TAM KIGEM NGHIEM, Bac lap - Tu do -
THUOC, MY PHAM, THUC PHAM SN

978B Quang Trung - ’IP Quang Ngii 5\\\~:_—/_/
DT: 3822829 - Fak: 3825212 im
- =

\

/”/uhl\“\ 2,

éPHILU KIEM NGHIEM ~ * vitasezs
S6: 449 /PKN

\
.-Q',

\

Miu dé kiém noh:em : Tinh chit gel phu khoa FUVALCARE 150 ml
Co sé san xmt Cty CP DP Bidopharma USA - Chi nhanh Long An

Co's¢ nhip: Kkhiu (@6i véi thubc nuée ngodi): Y
Sé 1 Y 301 122] NSX: 010521 Han dang: 010524

U':‘r

'So glafﬂ‘ang ky lwu hanh hoiic s6 gifiy phép nhiip khiu: 0788/21/CBMP-LA
Nm Iay miu : Cty TNHH TM va DV XNK DP Nguyeymh

;é-, ! 18/11 Chu Vin An, tp. Quang Ngdi
kni\ (&. ,.thMP 618

ﬁgwé‘i 14y méiu : DS. Minh Xuan
“Yéu ciu kiém nghié¢m : Kiém tra chit bao quéan & gidi han

Au: aj}loang Co & DS. Mai

1 nguyén, chua phat

Ngay thing nim nhén mau : 24/06/2021 S6 dz‘ino
Ngudi giao mAu : CN. Kim Kiéu N ua;l riha

T‘inh trano miu khi nhin va m& niém phong dé huem/ glu@

... -hién bt thucmg / LaEis

o ‘/ \'}ill lleu ap cﬂmg" ,)) .;- Kétué 3
"Ph\uo'né\p\hap h"’l;,‘ erciehéﬂ/{qng aif fopos q

By O\ Y- -
ey (Dot | mosnd |l i

- Ethylparaben b e TTIS!HDQS :
- Pr opylps\fabcn \ s UGk Uil - KPH (LOD =8 pg/g)

-Butylpatafhen\ - ; - KPH (LOD =15 ug/g)

% iﬁﬂ%ﬂsoni;“?;’en"‘;f:: PO (TCCS 01:2020/BIDOPHARMA| - Khéng dat
) 3 ' USA-LA) (77091 cfu/g)

moc) ) <1000 cfi/ g
3. Staphylococcus aureus®) s (TCCS 01:2020/BIDOPHARMA|
Khong dugcc6/0,1g | o0 22718:2015 USA-LA) et

4. Pseudomonas aernginosa"” an1c | (TCCS 01:2020/BIDOPHARMA
Khiétic duipe 66/ 0.1 & SO 22717:2015 USA-LA) - Dat

KET LUAN: Miu thir khéng dat yéu ciu chét lugng céc vé chi tiéu tdng s6 vi sinh vét./.
Ghi chi: LOD: giéi han phdt hién; KPH: khéng phat hién

Quang Ngdi, nggy/f (4 thang 7 }am 2021

K “,'.‘ I‘S
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s Y TR QUANG NGAI CONG HOA XA HOI CHU NGHTA VIET NAM
TRUNG TAM KIEM NGHIEM i
THUOC, MY PHAM, THUC PHAM
2 e 978B Quang Trung - TP Quing Ngii
KNONG ) DT: 3822829 - F‘ax 3825212

CPHIEU KIFM NGHIEM s
."\“-: q_zj?/PKN
&
MAu dé kiém n%hum ~ : Tinh chét gel phy khoa FUVALCARE 150 ml
Co so san xmf‘ Cty CP DP Bidopharma USA - Chi nhanh Long An
Co sé nhj ap: Khiu (d6i véi thude nuée ngoai): ¥
So 1o ,‘;:j\'_' : 011221 NSX: 010521 Han dung: 010524
S6 g:az*ﬁ’ing ky Iuu hanh hoic sé gidy phép nlnp khau: 0788/21/CBMP-LA
Noi 18¥ miu : Qudly thude THU HAN. Cho Binh M§, Binh Son, Quing Ngdi
Ngd%m 1iy miu : KTV. Hong Minh /
Yéu cAu kidm nghiém = : Kiém tra chét bio quan & gi6i han ///\“‘
“Ngay thing nim nhén miu : 10/06/2021 Sé dangl( emmngh:em 21LMP-546
Ngudi giao miu : CN. Kim Kiéu Nguoi nhfm H‘oangggf DS. Mai
Tmh trang méiu khi nhin va mé niém phong dé kiém nghu;m thrg p{at h:eg)bat thucmg
‘ .‘,,;‘.‘:.;;_.; i e oo o L lleu ab \d\mgy \.«y LN Sl
1, " =T _5 P!mongg]ﬂﬂ
1'.D;nh tinh ¢ /,mu 0y . \ \ \ (k“::/
- Methylpafaben ) ’f\ . 2 Theng tur s6 - KPH (LOD =5 pg/e)
3 Eth}%;ﬁ\ra ch . TTI SIHDZb 06/201 1/TT-BYT - KPH (LOD = 8 uglg)
- Propylpara e v ”// - KPH (LOD =8 pgfp)
: Burylparébe é;/ - KPH (LOD =15 y)
2.Téng s6 vi\sin vi TCCS de e
l\hugfm, n’;slf{?nb; <3 ACMO0S  |010siB Dot |- Kt
mbe) O<1000chivg | AT AY (Ehdeeig.
3.Staphylococcus aureus (LGS
5 % ISO 22718:2015 | 01:2020/BIDOPHARM | - Pat
Khéng duge c6/ 0,1 g A USA-LA) :
4. Pseudomonas aeruginosa " 005
; A . ISO 22717:2015 |01:2020/BIDOPHARMA | - Pat
Khéng duge co/ 0,1 g USA-LA)

KET LUAN: Miu thir khéng dat yéu cu chit lugng céc vé chi tiéu tdng sé vi sinh vAt./.
Ghi chii: LOD: giéi han phdt hign; KPH. khéng phdt hién
Quang Ngazgﬂgq%?g thang 7 ngm 2021
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SO Y TR QUAN(,: NGAI CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG TAM KIEM NGHIFM Déc 1ap - Tu do - Hanh phdc
\‘\“ ”f’f

THUOC, MY PHAM, THU'C PHAM W

978B Quang Trung - TP Quing Ngii "‘:\_\\*\:/_4;}:
DT: 3822829 - [Knx: 3825212 ;ﬂ/ﬁ%&
& s
/"/u!u\'-‘\ :
J’HIEU KIEM NGHIEM VILAS 624
g: 626 /PKN ;
.:.\.}J,
MAu @é kidm ngh?*m " 1 Tinh chét gel phu khoa FUVALCARE 150 ml
Co'sd' san xuab : Cty CP DP Bidopharma USA - Chi nhanh Long An
Co'so nhflplhmu (ddi véi thube nwée ngoai): v
S6 16 _,:‘ : 011221 NSX: 010521 Han diing: 010524
S6 gmyﬁang ky luu hanh hoic sb gidy phep nhip khiu: 0788/21/CBMP-LA
Noi lz‘f)“? miu : Qudy thudc KIM THANH. Binh Long, Blnh Son, Quang Ngdi
Ngliﬁ'l JAy miu : DS. Minh Xuén 74
Yeu cAu kiém nghiém : Kiém tra chét bao quan & gidi han V,]:‘smg 7D
*Ngay thing nim nhin mau : 10/06/2021 S6 dang ky kiém nghigm: 21LMP-537
Ngudi gino méu : CN. Kim Kiéu Ngudi nhiy m;u\C\ﬁs I&o@‘CU & DS. Mai

Tinh trang miu Khi nhfin va mé niém phong de kiém nghlem HOR I\chal 166 ml nguyen niém

1 Bmh tinh % ’(HPLC) ' X X \ et
- Methylparaben ("R ; \ .3 e Th'“ - - KPH (LOD =5 ng/g)
- Bthylgarkben ) = A , TL1S/HD28 SCUTRYT | B gon-tse)
- PropylparaberC =~ \L/~ - KPH (LOD =8 pg/e)
5 Butylpar bén ) J St - KPH (LOD = 15 pg/g)
3.Téng s6 vi sinh.vat(vi (TCES B ‘
khug?m, n;\nym’en n(am ACM 006  |01:2020/BIDOPHARMA |~ Iégggg df‘-“/
mébe) ) <1000 cfw/ g USA-LA) (o4050:ehup)
- (TCCS
4.8taphylococcus aurens | 1o 057189015 | 01:2020/BIDOPHARM | - Dat
Khong duge c6/ 0,1 g AUSA-LA) .
S (TCCS
% fg;g”".’""”“ f‘g"‘g""’m( '| 150 22717:2015 |01:2020/BIDOPHARMA | - Pat
( ng dugecd/ 0,1 g USA-LA)

KET LUAN: MAu thir khéng dat yéu ciu chét lugng cdc vé chi tiéu tong sé vi sinh vat./.
Ghi chii: LOD: giéi han phdt hién; KPH: khong phat hién
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