BOYTE ) CONG HOA XA HQI CHU NGHIA VIET NAM
VIEN KIEM NGHIEM THUOC Déoc lap — Tw do — Hanh phuc
THANH PHO HO CHi MINH

S6: 163 /TB -VKNT Thanh phé Ho Chi Minh, ngay 26 thédng 02 néim 2025
V/v: Yéu ciu bao gia dung cu,
dung moi héa chat

YEU CAU BAO GIA

Kinh giri: Cac nha cung cip dich vu tai Viét Nam

Vién Kiém nghiém thudc thanh phd H6 Chi Minh c6 nhu cdu tiép nhén bdo gia dé
tham khéo, xdy dung gi4 géi thau, lam co s& td chire lya chon nha thiu cho viéc mua sim
héa chét, chit chuén, vat tu, dung cu thuc hién thude d@ tai cz"ip thanh phé “Nghién citu
vién nén hai Iép bao phim metformin hydroclorid phong thich kéo dai va dapagliflozin
phdng thich tikc thoi dat twong dwong hoa tan diung trong diéu tri ddi thdo dwong tip 2"
thé nhu sau:

I Théng tin ciia don vi yéu ciu bio gia

1. Don vi yéu céu bao gia: Vién Kiém nghiém thudc thanh phd Hd Chi Minh

2. Thong tin lién hé ctia ngudi chiu trach nhiém tiép nhan béo gia: Vi
- Ho tén: V& Nguyen Thuy Duong Yl =
- Chtrc vu: Nhén vién phong Khoa hoc va Pao tao [/, v

: [ [xiEsucmEm

- S0 dién thoai: 028 38368518 (Noi bd 13) - 028 38374802 ‘ SRR TTULELY
N\ \ --:\ } N

- Dia chi email: khdt@vienkiemnghiem.gov.vn \, "\?_'j_f) i M

3. Céch thiic tiép nhan béo gia: S ¥

Viée tiép nhan bao gia qua 1 trong 2 cach thirc sau:
- Nhaén tryc tiép tai Phong Khoa hoc va Pao tao, Vién Kiém nghiém thudc thanh

phé Hd Chi Minh tai s6 200 C6 Béc, phuong C6 Giang, quén 1, thanh phé HS Chi Minh.

- Nhén qua email: khdt@vienkiemnghiem.gov.vn

4. Thoi han tiép nhan bao gid: Tir 15h00 ngay 27 thang 02 nim 2025 dén trudc 8h00
ngay 09 thang 03 nam 2025.
Céc bdo gia nhin duge sau thoi diém néu trén s& khong duoc xem xét.

5. Thoi han c6 hiéu luc ctia bao gid: 12 thang ké tir ngay bao gia.

II.  Noi dung yéu ciu bdo gia

1. Danh muc nhu sau:

Danh muc ting loai hda chét, chit chuén, vat tu, dung cu ghi rd: Tén danh muc; Pon
vi do (Pon vi tinh); Sb lugng; Thong sb k¥ thuat nhu sau:

A
;,‘; Danh mue Don vi do S6 lwgng Ghi chu
1 | Metformin HCI Thung 20 kg 2
2 | NaCMC Thung 20 kg 1
3 | HPMC K100M Thung 20 kg 1
4 | MCC 102 Thing 20 kg 1
5 | Magnesium Stearate Thung 20 kg 1




A

13,% Danh muyc Pon vi do S§lwong |  Ghi cha

6 | Dapagliflozin propanediol monohydrat Thing 1 kg 1

7 | Lactose khan Thing 5 kg 1

8 | Crospovidone XL-10 ~ Thing 5 kg 1

9 | Silica dioxid Thung 5 kg 1

10 | Lactose dép thing Thung 5 kg 1

11 | Opadry II Thung 5 kg 1

12 [ Ethanol 96 % Can 20 lit 4 Mo ta yéu

13 | Vién dbi chimg xigduo 5/500 Vién 1000 | cAuveétinh

14| Methanol (HPLC) [ Chai 41t 10 | ndng, thong

15 | Tricthylamin (PA) Chai 1 lit 1 36 k§ thuat

16 | Acetonitril (HPLC) Chai 4 Iit 10 | vacdcthong

17 | Acid hydroclorid dam dic Chai 1 lit 2 tin lién quan

18 | Kali dihydrogen phosphat Chai 1| kg 1 ve.k}.fxthuat

19 | Acid acetic bing Chai 1 lit 2 (‘ﬁ“ o g,‘eﬁ
20 | Natri acetat Chai 1 kg 1 P uk}_lc i

21 | Natri hydroxid Chai 1 kg 1 A

22 | Alpha — isomer dapagliflozin ' Lo 5mg 1

23 | N-nitrosodimethylamine (NDMA) Lo 1ml v

24 | N-nitrosodiethylamine (NDEA) ' Lolg 2 i
25 | N-nitroso-N-methyl-4- Lo lg 2 A

aminobutanoic acid (NMBA) ' e | |

26 | Chuan Metformin Lo 100 mg 10 v
27 | Chuan Dapagliflozin Lo 100 mg 2 H/ /
28 | Tap cyanoguanidin Lo 10 mg 20 y
29 | Cot C18 (250 x 4,6 mm; 5pm) Cay 2 ot
30 | Cot C18 (150 x 4,6 mm; Spm) Cay 2

31 | Mang loc 0,45 pm Hop 100 cai 3

32 | Mang loc 0,22 um Hop 100 cai 5

Céng ty vui long cung cdp bang béo gia theo mau phu luc dinh kém.

1. Gia chao 12 ddng Viét Nam da bao gdm thué, 18 phi va tit ca c4c chi phi van chuyén va
giao hang tai Vién Kiém nghiém thuéc thanh ph6 HO Chi Minh - Dia chi: s6 200 Co
Béc, Phuong Co Giang, Quéan 1, TP. H6 Chi Minh.

2. Béo gia cia cac don vi 1a co s& dé Vién tham khao gia trén thi trudong khong phai dé
xét gia va lya chon nha cung cip. Qua trinh lwa chon nha thau Vién sé& thuc hién theo
ding quy dinh ctia Luat P4u thdu va quy dinh cla co quan ¢ thim quyén.

Vién Kiém nghiém thudc thanh phé HS Chi Minh chan thanh cam on céc nha cung
cép dich vy da nhiét tinh tham gia.fw

Tran trong kinh chao./.
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Phu luc
BAO GIA
Kinh giri: Vién Kiém nghiém thudc thanh phé Hé Chi Minh

Trén co s& yéu chu bao gia ciia Vién Kiém nghiém thudc thanh phé H Chi Minh, chiing
t0i .... [ghi tén, dia chi clia nha cung cdp; trieong hop nhiéu nha cung cdp cing tham gia
trong mot bdo gid (goi chung la lién danh) thi ghi ré tén, dia chi cua cdc thanh vién lién
danh] bao gia cung cép dich vy nhu sau:

1. B4o gi4 cung cip dich vu.
DPon

M3 ti thong sb
& S6 lwgng  [Pon vido|

. . Thanh tién
k¥ thuat gia

STT | Danh muc

1
2

Téng cong:

2. Béo gi4 nay c6 hiéu luc: 12 thang ké tir ngdy bao gid.

3. Chiing toi cam két:

- Khong dang trong qua trinh thyc hién thu tyc giai thé hoic bj thu hdi Gidy ching nhén
dang ky doanh nghiép hoic Gidy chimg nhéan ding ky hd kinh doanh hogc cdc tai liGu
twong duwong khéc; khong thudc trudng hop méit kha ning thanh toan theo quy dinh cua
phép luét v& doanh nghiép.

- Gi4 tri néu trong béo gia 1a phu hgp, khong vi pham quy dinh ctia phap luat vé& canh
tranh, ban pha gia.

- Nhitng thong tin néu trong béo gia 1a trung thuec.

Dai dién hop phip cia nha cung cép
(Ky tén, dong ddau (néu co))

iy



Phu luc

_ CHITIET YEU CAU KY THUAT
(Kém theo yéu cdu bdo gid so 163/TB-VKNT ngay 26 thdng 02 ndm 2025)
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phi, 1&
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Thanh
tién
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Metformin HCI

Thing
20 kg

» Cam quan: BOt mau tring

» D tan: Tan tdt trong nude, hoi tan trong
ethanol 96 %, hiu nhu khong tan trong
aceton va methylen chlorid

¢ Cam quan cua dung dich: Dung djch trong
subt, khéng mau

* Tap F (HPLC): Khdng qua 0,05 %

» Tap chit lién quan (HPLC):

+ Tap A: Khéng qua 0,02 %

+ Tap bét ky: Khéng qué 0,05 %

+ Tbng tap: Khong qua 0,2 %

» Kim loai ning: Khéng qué 10 ppm

« Mét khéi lugng do 1am kho: Xéc dinh trén
1,000 g bing céch sdy & nhigt do 105 °C
trong 5 git - khong qua 0,5 %

» Tro sulfat: Xac dinh trén'1,0 g - khong qua
0,1 %

* Binh lugng (Phuong phép dién thé): 98,5
% - 101 % (chét kho)

* Dung mdi ton du (GG FID):

+ Methanol: Khéng qua 1000 ppm

+ Mixed Xylene: Khong qua 500 ppm

NaCMC

Thiing
20 kg

+ D6 thay thé: 0,65 - 0,90

+ Mt khéi lwgng do lam kha: 0,0 - 10,0

+ D6 nhét 2% NF (cPs): 400 -600

+ D6 nhét EP (mPa.s): 415 - 770

*pH: 6,5 - 8,0

« Ham lugng NaCl: 0,00 % - 0,25 %

« Ham lugng natri so voi DS: 7,0 % - 8,8 %
» Tro sulfat so v6i DS (%): 21,6 % - 27,3 %

HPMC K100M

Thiing
20 kg

« B9 nhét (mPa.s): 75000 - 140000

« Mit khéi luong do lam khé: Khéng qua
5,0% .

« Tro toan phén: Khéng qué 1,5 %

» Tro sulfat: Khong qua 1,5 %

» pH (2% trong nudc): 5,0 - 8,0

» Dinh lugng Methoxyl: 22,0 % - 24,0 %
* Dinh lugng Hydroxylpropoxyl: 9,5 % -
11,5%

« Kich thudc hat: Khéng it hon 99,0 %

MCC 102

Thung
20 kg

* D6 din dién: Khong quéa 75 pS/em

* P§ tan trong ether: Khong qua 0,05 %

* Kim loai niing: Khong qua 10 ppm

+ Mit khéi lugng do 1am khé: Khéng qua
7,0 %

«pH: 5,0-7,0

* D3 tan: Hoa tan hoan toan

« Tro sulfat: Khéng qua 0,05 %

* C4c chit tan trong nudce: Khong qua 0,24
%

» Khéi lugng riéng: 0,27 -0,33 g/mL

¢ Kich thuéc hat (giit lai trong sang khi):
> 250 um: Khon qué 8 %

b
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> 75 pm: Khéng qué 45 %

> 32 pm: Khéng qué 70 %

* Kich thuéc hat (nhiu xa laser):
+d10: 20 - 55 pm

+d50: 90 -160 pm

+d90: 190 - 310 um

Magnesium
Stearate

Thiing
20 kg

¢ Cam quan: Bét min mau, tréng, nhe, tron
khi cham vao. Khéng tan trong nuéc, con
va ether.

+ Db acid/kiém: Khéng qua 0,05 ml HCI
0,1 N hoic NaOH 0,1 N dé 1am déi mau
dung dich

* Gid tri acid béo: 196 - 200

» Chlorid: Khéng qué 0,1 %

Sulfat: Khong qua 1,0 %

Camidium: Khéng qué 3,0 ppm

Chi: Khéng qua 10 %

Niken: Khéng qua 5,0 ppm

+ Dién tich bé mit riéng: 5,0 - 15 m¥g

+ P ddng nhit: 4,0 % - 5,0 %

+ Diém nong chay cua acid stearic: Khong it
hon 40,0 %

+ Téng acid stearic va palmitic: Khong it
hon 90,0 %

« Mét khéi lugng do 1am khé (105 °C):
Khéng qué 6,0 % :

+ P8 min: Téi thiéu 99 % qua ray 350 #
BSS (0,45 pm)

+ Khéi luong riéng: 0,15 - 0,30 g/cc

* Chi s6 tréng: Khéng it hon 90

e e e

Dapagliflozin
propanediol
monohydrat

Thiing
1 kg

* Dinh tinh:

+ IR: Phé hdp thu IR ctia mau phai phi hop
v6i phd chudn clia Dapagliflozin
Propanediol

+ HPLC: Thai gian luu cta pic chinh trong
sdc ky d6 ciia miu thir va chudn phai tuong
ting

* Ham lugng nude (KFR): 3,0 - 4,5 %

» Goc quay cuc riéng: 13,0° - 18,5°

* Tro sulfat: Khéng qua 0,1 %

* Tap chét lién quan (HPLC):

+ Tap Brom lacton: Khong quéd 0,15 %

+ Tap Methoxy: Khéng qua 0,15 %

+ Tap Acetyl: Khong qua-0,15 %

+ Hop chét Brom: Khong qua 0,15 %

+ Tap don: Khong qua 0,10 %

+ Tng tap: Khong qué 0,60 %

* Binh lugng (HPLC): 98,0 % - 102,0 %

« Dung méi ton du (GC):

+ Methanol: Khong qua 410 ppm

+ Acetonitril: Khong qua 600 ppm

+ Dicloromethan: Khéng qua 5000 ppm

+ Tetrahydrofuran: Khéng qua 720 ppm

+ Cycohexan: Khéng qua 3880 ppm

+ Isopropyl acetat: Khéng qué 5000 ppm

+ Toluen: Khéng qua 890 ppm

* Ham lugng Propylen glycon (GC): 13,6 %
- 16,6 %
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* Ham lugng Acid acetic (HPLC): Khong
qua 5000 ppm

Lactose khan

Thl‘mg
5kg

» Niing suit quay cuc: 54,4 ~ 55,9 0
* Ham lugng nuéce : < 1%

» Kim loai ning: <5 pg trén mdi g
* TPC: < 100 cfu/g

+ Nim men, mdc: <50 cfu/g

« E. Coli: khong phat hién

Crospovidone
XL-10

Thing |

5kg

* Do 4m: khong qua 5,0 %

* D§ hoa tan: khong qué 1,5 %

* Monomer: Khéng qua 10 ppm

* pH (dung dich 1%): 5,0 - 8,0

» Kim loai ning: Khong qué 10 ppm

* Nito: 11,0 - 12,8 %

* Tro toan phan: Khong qua 0,1 %

* Peroxid (dudi dang H202) Khéng qué 400
ppm

Silica dioxid

Thimng
5kg

*Pd pH: 3,5-5,5

*Doam: <2,5%

* Dinh lugng: 99,0 — 100,5 %

* Ham lugng Arsenic: <3PPM

* Ham lugng Chlorine: <250mg/kg
» Dién tich bé mit: 200 m-2/g + 25

10

Lactose
thang

dép

Thung
5kg

* Ham lugng nude: 4,5 — 5,5 %

* D acid hojic kidm: < 0,4 ml NaOH 0,1 M
« Mt khéi lugng 1am khé: 0,5 %

* Tro sunfat; 0,1 %

* Phan bé kich thudc hat : <200 pm: NLT
80%

11

Opadry 11

Thung
5kg

» Sur két hop mau séc: 0,0 - 2,0
* Tro sulfat (ASH): 26,90 - 34,90

12

Ethanol 96 %

can 20
lit

* Chira hdn hop ethanol va nuéc, chira tir
92,6 % (kI/kl) dén 95,2 % hoic tir 95,1 %
(tt/tt) dén 96,6 % (tt/tt) C2HSOH & 20 °C
* Dung dich trong sut, khéng mau

* D6 hép thu 4nh sang: 240nm < 0,40;
khoang 250nm dén 260 nm < 0,30 khoéang
270 nm dén 340 nrn <0,10.

* Tap chét bay hoi: Ham lugng methanol
Khéng duoc qua 200 phin tridu, t/tt;
Acetaldehyd + acetal: Khong dugc qué 10
phn trigu (t/tt) tinh theo acetaldehyde;

* Ty trong 0.805 dén 0.812

+ Cén con lai sau bay hoi: <25 phén triéu
(kl/tt)

13

Vién ddi chimg
xigduo 5/500

vién

1000

- Thudc danh muc thude biét duge gbc clia
cuc quan ly duge Viét Nam
- Con han ding > 12 thang

Methanol
(HPLC)

Chai 4
lit

10

- Loai: ding cho HPLC

- Quy céch déng gbi: Chai thuy tinh 1L-4L
- Pinh lugng: > 99,9%

- Cén sau khi bay hoi: < 3 ppm

- Nude: < 0,1%

-Mau sic: < 5

- Chi s6 khtic xa (& 250C) : 1,3260-1,3300

Vbl

Vit
il
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- bg acid: < 0,0003 meqg/g

- Do kiém: < 0,0002 meq/g

- D6 hép thy quang hoc & 205 nm: < 1,00
- P6 hip thy quang hoc & 220 nm: < 0,30
- P thap thu quang hoc & 230 nm: 0,15
-Pd hép thu quang hoc & 254 nm: < 0,025

1§

Triethylamin
(PA)

Chai 1
lit

- Binh lugng (GC): > 99,9%
- Ty trong (d 200C/40C): 0,726 - 0,728
- Nude: <0,2 %

16

Acetonitril
(HPLC)

Chai 4
1it

10

- Loai: dung cho HPLC

- Quy cach déng goi: Chai thuy tinh 1L-4L
- Binh lugng (GC): > 99,95%

- Cén sau khi bay hoi: < 1 ppm

- Nuée: < 0,1%

-Mau séc: < 5

- Chi b khiic xa (¢ 250C): 1,3405-1,3425
- D§ acid: < 0,0080 meqg/g

- D6 kidm: < 0,0006 meq/g

- Db hip thu quang hoc & 190 nm: < 1,00

- D6 hip thu quang hoc & 195 nm: < 0,15

- D6 hép thu quang hoc & 200 nm: < 0,07
-Pbd hép thu quang hoc & 205 nm: < 0,05

- D thép thu quang hoc ¢ 210 nm: < 0,04 -
- Do hip thu quang hoc & 220 nm: < 0,02
- D hip thu quang hoc & 254 nm; < 0,01 I

17

Acid
hydroclorid ddm
dic

Chai 1
lit

- Quy céach déng goi: Chai IL \
- Dinh lugng (chuin do kidm) 37% - 38% VN
- Mau séc: < 10 Hazen oHd
- Cén sau khi nung (theo SO4): <3 ppm
- Kim loai niing (theo Pb): <1 ppm

- Arsen (As): £0,010 ppm

18

Kali dihydrogen
phosphat

Chai 1
kg

- Quy céch déng g6i: Chai Tkg

- Dinh lugng (chudn d6 kidm, tinh trén
khan): 99,5 — 100,5%

- pH (5%; nudc): 4,2 -4,5

- Clorid (CI): £0,0005%

- Sulfat (theo SO4): <0,003%

- Téng Nito (N): <0,001%

- Kim loai ning (theo Pb): <0,0010%

- As (Arsen): <0,0002%

- Mit khéi lugng do lam khd (110 oC): <
0,2%

19

Acid acetic bang

chai 1
lit

- Quy céch déng géi: Chai 1L

- Dinh luong (chudn dd kiém) > 99,8%
- Mau séc: < 10 Hazen

- Chét khir kali permanganat: <20 ppm
- Nhiét do dong d¥c: = 16,3 °C

- Kim logi niing (theo Pb): <0,5 ppm

- Cin sau khi bay hoi: <5 ppm

- Nudce: <0,2%

- Acetaldehyd: <2 ppm

- Anhydrid Acetic: < 100 ppm

20

Natri acetat

chai 1

- Quy cach dong goi: Chai 1Kg
- Dinh luong: > 98%

- Dong (Cu) <20 ppm

- Sét (Fe) < 20 ppm
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TT Danh muc o hirgnp i phi tidn Yéu cau ky thuat
(néu co)
- Kali (K) <1000 ppm
- Chi (Pb) <20 ppm
21 | Natri hydroxid chai 1 1 - Quy cach dong goi: Chai lkg
kg - Pinh lugng (chuin d6 acid, NaOH) > 99%
- Clorid (CI): £0,012%
- Sulphat (SO4): < 0,010%
- Tong nito (N): <0,0003%
- Kim loai n@ng (tinh theo Chi): < 0,0005%
- Bong (Cu) < 0,0002%
- St (Fe) < 0,0005%
- Kali (K) £0,05%
- Chi (Pb) <0,0005%
22 | Alpha — isomer | o5 1 - Khdi lugng nhan: Smg
dapaglifiozin mg - D6 tinh khiét (HPLC): > 90,0%
23 | N- lo Iml 2 - Nong d6: > 5000ug/ml
nitrosodimethyl
amine (NDMA)
24 | N- lolg 2 - Do tinh khiét: > 99,0%
nitrosodiethyla
mine (NDEA)
25 | N-nitroso-N- lolg 2 - Binh lugng: > 98,0%
methyl-4-
aminobutanoic
acid (NMBA)
26 | Chuan lo100 | 10 - Ham lugng nhéin: > 0,99 mg (> 99,0%)
Metformin mg Metformin trén 1 mg chat chuén nguyén
trang
27 | Chuin lo 100 2 - Khéi lugng nhin: 100 mg
Dapagliflozin mg - Ham lugng nhén: > 0,800 mg ( > 80,0 %)
Dapagliflozin trén 1 mg chit chudn nguyén
trang
28 | Tap lo 10 20 - Binh lugng: > 99,0% tinh theo nguyén
cyanoguanidin mg trang
29 | Cot C18 (250 x | céy 2 - Loai cgt: LC Column
4,6 mm; Sum) - Phase: C18
- Kich thudc hat: Spm
- Chiéu dai, dudng kl’l}h cOt: 250 x 4,6 mm
-pH hoat dng: <1 dén > 12
- Ham lugng carbon: = 14%
- L6 hat: 100 A
- Dién tich bé mit: > 375 m2/g
- USP: L1
30 | Cot C18 (150 x| cdy 2 - Loai cft: LC Column
4,6 mm; S5pm) - Phase: C18

- Kich thudc hat: 5um

- Chiéu dai, dudng kinh cot: 150 x 4,6 mm
- pH hoat déng: <1 dén > 12

- Ham lugng carbon: > 14%

- L8 hat: 100 A

- Dién tich b& mat: > 375 m2/g

-USP: L1

Wt
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31

Mang loc 0,45
pm

hép 5
100
cai

- Quy cach dong goi: hop 100 cai

- Vit ligu: mang cellulose acetat (CA)

- Loai: mang loc mau tring

- Buong kinh: 47 mm

- Kich thuée 15 loc: 0,45 pm

- Téc d6 dong nude: 43-65 ml/min/cm2/bar
- Diém tao bot: 1,5 —2,0 bar

- g day: 120 pm '

- Hip tiét tring: 121 — 134 °C

32

Mang loc 0,22 | hp 5
pum

100

cai

- Quy cach dong géi: hop 100 cai

- Vit liéu: mang cellulose acetat (CA)

- Loai: mang loc mau tréng

- Pudng kinh: 47 mm

- Kich thuéc 16 loc: 0,2 pm - 0,22 pm

- Téc d6 dong nude: 23-25 ml/min/cm2/bar
- Piém tao bot: 2,8 — 3,0 bar

- D day: =120 pm

- Hip tiét tring: 121 — 134 °C

Luu y:

Tiwy theo qui cdch déng goi thuc té, nha cung cdp sé chao gid theo s6 lugng thimg/chai/lo

twong ung voi so lwong duoc yéu cau.

Dé nghi nha thau cung cdp COA (gidy chitng nhdn chat lwong) ciia timg mdit hang héa

chao gid.

h

i

)

7

-4
B
/

e

al



