
UBND TiNH BiNH DUONG
SOYTE

S6: 550ZIQD - SYT

CONGAoA xA HOI CHD NGHIA VIET NAM. . .
DQc L~p - Tt,l'Do - H~nh Phuc

Binh Duong, ngayA3 thong 5 nam 2025

QUYETDJNfI
V~ vi~c thu hBi Phieu ti~p nh~n fIB SO' cong bc3Iinh Vl}'C thi~t b] Y t~

GIAM DOC SO Y TE
Can cu' Nghi dinh s6 98120211NfJ-CP ngay 08/11/2021 cua Chinh phu vd

quan Iy trang thidt bi y d,'
Can ctr Quydt dinh s6 28120221QfJ-UBND ngay 0411012022 cua Uy ban nhdn

dan tinh Binh Duong quy dinh chuc nang, nhiem v~, quyen han va co' cdu to' chuc
cua Sa Y td Binh Duong;

Can cu cong van 2098IBYT-TB-CT ngay 1210412023 cua B(J Y td vJ viec ra
soat, kidrn tra cac thu tuc cong b6 trang thiet hi y te;

Can cu' Cong van s6 8329IBYT-NTTB ngay 3011212023 cua B(J Y Id vJ viec
kidm tra, ra soat thu tuc cong b6 trang thidt bi y te;

Theo dS nghi cua Truong phong Nghiep V\1 Y, Sa Y t~ tinh Binh Duong.

QUYETDJNH:

Di~u 1.Thu h6i cac Phi~u tiep nhan H6 so cong b6 tihl chufm ap d~mg thi~t
bi y tS clla CONG TY TNHH THVONG MAl DICH vt) GREEN HEALTH
VIJ;T NAM, Cl) thS:

M§: s6 thuS ho?c s6 gi~y dang ky kinh doanh: 3703134563,

Dia chi: 486 Phan Dang Luu, Phuang Tan An, ThL! D~u M<)t, Tinh Binh
Duong

Di~n tho?i: 0343558320

Email: greenhealthcongty@gmail.com

Nguai d?i di~n hqp phap cua co sa:

HQ va ten: Nguy@n Chi Hai

s6 CMND/Dinh danh/H<) chiSu: 001089000084

Ly do: Cac San ph~m thiSt bi y tS cong b6 khong phu hQ'p theo quy dinh
hi~n hanh vS thiSt bi y tS. (danh sach thong tin phidu cong b6 dinh kern ainh kern)

Di~u 2. Cong ty TNHH THVONG MAl DICH Vl) GREEN J---IEALTH
VI1;:T NAM chiu trach nhi~m xu Iy san ph~m bi thu h6i thea quy dinh t?i Nghi
dinh 98/20211ND-CP ngay 0811112021 clla Chinh phu v~ quan Iy trang thi~t bi Y
tS va cac van ban lien quan, d6ng thai chiu mQi trach nhi~m lien quan d~n thi~t bi
Y tS do cong ty cong b6. QuySt dinh nay co hi~u Ivc k~ tu ngay kyo



Di~u 3. Truong phong Nghiep vu Y, Chanh Thanh tra, Phong KS hoach Tai
chinh, Giam d6c C6ng ty tai f)i~u 1 va cac dan vi lien quan chiu trach nhiem thi
hanh Quyet dinh nay.l.p

No'; nh~l1:
- Nhu Dieu 3;
- Cue Hi:ltang va thiet bi y t~, B<)Y tS (b/c);
- S6' Y tS cac tinh, thanh ph6;
- UBND cac huyen, thanh ph6;
- BGB S6 (b/c):
- Thanh tra SYT;
- Website SYT':
- LUll VT, KHTC, NVY(I-I),

GIAMDOC

- guyBn H6ng Chuang
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~!ON ~~uc HO so CONG80 THUHOI ,
(Kern thea I ytif'~s6 ~j):l./QD;SYT, ngay 13 [hang 5 nam 2025 cua Giam doc

~ Sa Y te tinh Binh Duong)~
8/NH"o

STT So cong bo Ngay cong Ten thiet bi y Muc dich SLr dung Ma h(~sab6 t~
duoc str dung cho
am dao, ac dung
khang khuan, die:

ITrichononicide va
diet arnip, co heat

Itinh khang nam
chong 10i I ICanciidnnlbicans vft01 240000026/PCBB- 09/12/2024 San pham cac loai Candida 000.00.17.H09BD VD khac, dieu tri cac -241207-0001

(chung loai: trieu chirng viem
VAGANEO- nhiem do nam, mat

L) can bang vi khuan
rnoi twang am dao.

-.250000007/PCBB- 12/02/2025 San pharn Giup bo sung hieu 000.00.17.H09BD NT qua trong cac truong -250206-0014
(Tenthuang h9'P thieu hut Imar: progesteronc, h6 trQ

IOVAGESTA dieu tr] trong benh Iy
IN-200) phu khoa tj~11man

I

I
02

kinh, man kinh, tj~n Ikinh ngLl)CL hi011l
muon. san khoa ISan ph1m- ---r-- ,. - - ... - .-- - -- -'-03 250000021/PCBB- 29/4/2025 80 sung hieu qua OOO.OO.17.H09BD NT trong cac twang hop -250421-0003

(chung loai: thicu hut
San pharn progesterone. h6 rro

NT) cai thien b¢nh Jy phl;l I
khoa ti~n man kinh,
man kinh, ti~n kinh
nguy~t, hi~m mUQn,
san khoa.

J04 250000017/PCBB- 17/4/2025 San pham Gillp bo sung hi~u 000.OO.17.H09 IBD NT qua trong cac trtl'ang -2504 J 5-0001 I(chung Jo?i: h9'P thi~u Iwt
San ph~111 progesterone. h6 trQ'

IULTROGEN di~u Ir! trol1g b¢nh 1)1
-200 plW khoa ti6n mun I

I Ikinh, mUll kinh, lien

I
kinh nguy¢t; hi~m
muon. san khoa_
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sa Y TE BiNH DUONG CONGHOA xA HOI CHlJ NGHiA VIET NAM. . .
DQc I~p - T\f do - Hanh phuc

THONG TIN

b8 tieu chuan ap dung ella thi~t b] Yt~ thuQc loai B

S8 cong b8: 2400000261PCBB-BD
Ngay cong b8: 09/12/2024

1. Ten co sa cong b6: CONG TY TNHH THUONG MAl DICH V{) GREEN
HEALTH VI:¬ ::TNAM
2. Dia chi: 486 Phan Dang Luu, Phuong Tfm An, Thu D~u M9t, Tinh Binh
Duong
3. s6 van ban cua co sa: 0712/GR Ngay: 07112/2024
4. ThiSt bi y tS thuoc loai B
Ten thiet bi y tS: San pham VD
Ten thuong mai (neu co):
MffGlobal Medical Device Nomenclature . GMDN (ncu co):
Chung loai: San pham VAGANEO-L

Mff san pham (neu co):

Quy each dong goi: H9P 6 san pham
M\1c dich sir dung: duoc sir dung cho am dao, ac dung khang khuan, diet
Trichononicide va diet amip, co hoat tinh khang nam chong lai
Candidaalbicans va cac loai Candida khac, diSu tri cac trieu chung viern
nhiern do nam, mit can bang vi khuan moi tnrong am dao.
Ten co sa san xuat: UNIREX HEAL THCARE SAGLIK SANA vt VE DIS
TicARET LTD. STi.
Dia chi co sa san xuat: istasyon Mh, Kahraman Sk, No: 19/B Kartepe/Kocaeli,
TURKEY
Tieu chuAn chit lugng san phAm ap d\1ng: TCCS
5. D6i vai thiSt bi y tS chua chit rna tuy, tiSn chit (n~u co):

6. Thong tin v~ chu sa huu thi~t bi y t~:

Ten chu sa huu: UNIREX HEALTHCARE SAGLIK SANAyj VE DIS
TicARET LTD. STi.



8ia chi chu sa hfru: istasyon Mh, Kahraman Sk, No: 191B Kartepe/Kocaeli,
TURKEY
7. Thong tin v~ co sa bao hanh (neu co):

8, S5 cong b5 au ai@u ki~n san xu~t a5i voi thiet bi y t~ san xu~t trong mroc:

9. Thanh phan h6 sa:
1 Van ban cong b6 tieu chuan ap dung cua thi~t bi Y t~ thuoc loai B. x

::2 Gi§y chtrng nhan dat tieu chuan quan Iy chat IUQ"ngISO 13485 x

3 Gic1yuy quyen cua chu sa htru thi~t bi y t~ x

4 Giciy xac nhan aLlai~u kien bao hanh x

5 Tai li~u mo ta t6m tat ky thuat thiet bi y te bang tieng Viet, kern thea x
tai lieu ky thuat mo teichirc nang, thong s6 ky thuat cua thiet bi y t~
do chu sa hfru thiet bi y t~ ban hanh.

6 Giay chirng nhan hop chuan hoac ban tieu chuan rna chu sa hfru thiet x
bi y t~ cong b6 ap d\lng

7 Giay chung nh~n luu hc'mhtv do con hi~u lvc t~i thai diem nQP ho sa x
d6i v6i thi~t bi y t~ nh~p kh~u.

8 Tai li~u khac (n~u co) x



sa Y TE BINH DUONG CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQc I~p - T\I' do - Hanh phuc

SB cong bB: 250000007/PCBB-BD

Ngay cong bB: 12/02/2025

1. Ten co sa cong b6: CONG TY TNHH THVONG MAl DlCH vu GREEN
HEAL TH VI1~:TNAM
2. Dia chi: 486 Phan Dang Luu, Phuong Tan An, Thu D~u MQt, Tinh Binh
Duong

3. S6 van ban cua co sa: 0602/CB Ngay: 06/02/2025
4. Thi~t bi y t~ thuoc loai B
Ten thiet bi y t~: San pham NT
Ten thuong mai (neu co): OVAGESTAN - 200
Ma Global Medical Device Nomenclature - GMDN (neu co):
Chung loai: San pharn NT

Ma san pham (neu co):

Quy each dong goi: HQp 10 sp
Muc dich sir dung: Giup b6 sung hieu qua trong cac tnrong h9'P thieu hut
progesterone, he>tro di~u tri trong benh ly phu khoa tien man kinh, man kinh,
ti~n kinh nguyet, hiern muon, san khoa.
Ten co sa san xuat: HEALTHWISE PHARMA
Dia chi co sa san xu~t: VPO Bhud, Teh. Baddi, Distt-Solan (H.P) - J 73205.
INDIA
Tieu chuan chat IU9'ng san pham ap dung: Tees
5. D6i voi thiet bi y t~ chua chat rna tuy, tien chat (neu co):

6. Thong tin v~ chu sa hfru thiet bi y t~:
Ten chu sa hfru: HEAL THWISE PHARMA
Dia chi chu sa hitu: VPO Bhud, Teh. Baddi, Distt-Solan (H.P) -173205,
INDIA



7. Thong tin v~ co sa bao hanh (n~u c6):

8. s6 cong b6 du dieu kien san xu~t d6i voi thi~t bi y t~ san xu~t trong nuoc:

9. Thanh phan h6 so:
1 Van ban cong b6 tieu chuan ap dung cua thiet bi y t~ thuoc loai B. x

2 Giay clurng nhan dat tieu chuan quan ly chat hrong ISO 13485 x

3 Gifty LIY quyen cua chu so' hfru thi~t bi y t~ x

4 Gi<1yxac nhan du di~u ki~n bao hanh x

5 Tai lieu rna ta torn tat ky thuat thiet bi y te bang tieng Viet, kern thee x
tai lieu ky thuat rna ta chirc nang, thong s6 ky thuat cua thiet bi y t~
do ChLI SO' hiru thi~t b] y t~ ban hanh,

6 Giay chung nhan hQ'Pchuan hoac bim tieu chuan ma chu s6 hiiu thiet x
bi y t~ cang b6 ap dl,lI1g

7 Giay chung nh?n luu hanh tt,r do con hi~u l\}'ctc;tithai diem nQp ha So' x
d6i v6i thi~t bi y t~ nh?p khAu.

8 Tai li~u khac (n~u c6) x



so y Tit BINH DUONG CONG HOA XA HOI CI-n) NGI-liA VI~T NAM

DQc I~p - TI,I'do - Hanh phuc

THONG TIN

u chuan ap dung cua thi~t b] Y t~ thuQc loai B

cong b5: 250000017/PCBB-BD

1. Ten co sa cong b6: CONG TY TNHH THlfdNG MAI DICH Vl) GREEN
HEALTH VI$T NAM
2. Dia chi: 486 Phan Dang Luu, Phuong Tan An, Thu D~u MQt, Tlnh Binh
Duong

3. se van ban cua co sa: 04/GH Ngay: 15/04/2025
4. Thi~t bi y t~ thuoc loai B
Ten thiet bi y t~: San pham NT
Ten thuong mai (neu co):
Mil Global Medical Device Nomenclature - GMDN (neu co):
Chung loai: San pham ULTROGEN-200

Mil san pham (neu co):

Quy each dong goi: HQp 10 sp
Muc dich S11 dung: Giup b6 sung hieu qua trong cac twang hop thieu hut
progesterone, h6 tro dieu tri trong benh ly phu khoa tien man kinh, man kinh,
ti~n kinh nguyet; hi~m muon, san khoa.
Ten co sa san xuat: Bionexy Pharma
Dia chi co sa san xu~t: Plot No. 31-B, Industrial Area, Lodhimajra, Tehsil
Baddi, Distt. Solan (H.P.) 173205, INDIA
Tieu chuan chat luong san pham ap dung: TCCS
5. D6i voi thiet bi y t~ chua chat rna tuy, tien chat (neu co):

6. Thong tin vS chu sa hiru thiet bi y t~:
Ten chu sa huu: Bionexy Pharma
Dia chi chu sa huu: Plot No. 31-B, Industrial Area, Lodhimajra, Tehsil Baddi,
Distt. Solan (H.P.) 173205, INDIA



7. Thong tin v~ co S0 bao hanh (neu co):

8. s6 cong b6 du di~u kien san xu~t d6i voi thiet bi y t~ san xu~t trong nuoc:

9. Thanh ph§n h6 sa:
I Van ban cong b6 tieu chuan ap dung cua thiet bi y t~ thuoc loai B. x

2 Gic1ychirng nhan dat tieu chuan quan Iy chat IUQ'ngISO 13485 x

3 Gic1yLIY quyen cua chu sa huu thiet b] y t~ x

4 Giay xac nhan du dieu kien bao hanh x

5 Tai lieu mo ta tom tat ky thuat thiet bi y te bang tieng Viet, kern thea x
tai lieu kY thuat mo ta chirc nang, thong s6 kY thuat ella thiet b] y t~
do chu sa htru thiet bi y t~ ban hanh.

6 Giay chung nhan hop chuan hoac ban tieu ehwin rna ehu sa hau thiet x
bi y t~ eong bb ap d\lng

7 Giay chung nh?n luu hanh tv do con hi~u Ivc t';li thai diem n9P ho sa x
d6i vai thiet bi y t~ nh~pkh~u.



sa y TIt BiNH DUONG CONG HOA xA HOI cnu NGHiA VI~T NAM

DQc I~p - T\I' do - Hanh phuc

THONG TIN

tieu chuan ap dung cua thi~t hi Y t~ thuQc loai B

S6 cong b6: 2500000211PCBB-BD
Ngay cong b6: 29/04/2025

1. Ten co sa cong b6: CONG TY TNHH TmJONG MAl DTCH vu GREEN
HEALTHVI$TNAM
2. Dia chi: 486 Phan Dang Luu, Phuong Tan An, Thu D~u M9t, Tinh Binh
Duong
3. S6 van ban cua ca so: 1904/CB Ngay: 21/04/2025
4. Thi~t bi y t~ thuoc loai B
Ten thiet bi y t~: San pham NT
Ten thuong mai (neu co):
Ma Global Medical Device Nomenclature - GMDN (neu co):
Chung loai: San pham NT

Ma san pham (neu co):

Quy each dong goi: H9P 10 vien
Muc dich su dung: B6 sung hieu qua trong cac tnrong hop thieu hut
progesterone, hE)tro cai thien benh Iy phu khoa tiSn man kinh, man kinh. ti~n
kinh nguyet, hiem muon, san khoa.
Ten co so san xuat: Bionexy Pharma
Dia chi ca so san xuat: Plot No. 31-B, Industrial Area, Lodhi majra, Tehsi I
Baddi, Distt. Solan (H.P.) 173205, INDIA
Tieu chuan chat IUQ'ngsan pham ap dung: TCCS
5. D6i voi thiet bi y t~ chua chAt rna my, tiSn chAt (n~u co):

6. Thong tin vS chu s6' huu thi~t bi y t~:
Ten chu s6' huu: Bionexy Pharma
Dia chi chu sa huu: Plot No. 31-B, Industrial Area, Lodhimajra, Tehsil Baddi,
Distt. Solan (H.P.) 173205, INDIA

------------------------------------- --



7. Thong tin v~ cc so baa hanh (neu co):

8. s6 cong bo au dieu kien san xuat obi voi thi~t bi y t~ san xu~t trong mroc:

9. Thanh phan h6 so:

1 Van ban cong bb tieu chuan ap dung cua thiet bi Y t~ thuoc loai B. x

2 Gi~y ChLJ'11gnhan dat tieu chuan quan Iy chat IUQUgISO 13485 x

3 Giay uy quyen cua chu So' hiru thiet bi y t~ x

4 Giay xac nhan du dieu kien baa hanh x

5 Tai lieu 1110 ta t6m tat ky thuat thiet bi y te bang tieng Viet, kern thea x
tai lieu ky thuat mo ta chirc nang, thong s6 kY thuat cua thiet bi y t~
do chu so' hiru thi~t bi y t~ ban hanh,

6 Giay chimg nhan hop chuan hoac ban tieu chuan rna chu So' htru thiet x
hi )' to c6ng bC) ap d~lI1g

7 Giay cherng nh~n lu'll hanh t\f do con hi~u l\fc t~i thai diem nQp ho sO' x
dbi voi thiSt bi y tS nh~p kh§.u.

s Tai [i~u khac (n~u c6) x
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