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SO Y TE PONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
TRUNG TAM KIEM NGHIEM Dic lap - Tw do - Hanh phiic
$6: 19 /TTKN-HCTH |
V/v thuoc Theophylline 100mg Dong Nai, ngay 24 thang T ndm 2025

khong dat tiéu chuan chat lugng

Kinh giti: - Cuc Quan Iy Dugc —Bo Y té
- S& Y té Pong Nai

- Can cuo Luat Duoc s6 105/2016/QH13 ngay 06/4/2016 va céac vin ban
hudng dan thi hanh Luat duoc;

- Thong tu 11/2018/TT-BYT ngay 04/5/2018 ctua By Y t¢ quy dinh vé chat
lurgng thude, nguyén licéu lam thudc;

- Can cu Quy &t dinh s6 1003/QD-SYT ngay 21/9/2020 ctia Giam déc SO Y
té Pong Nai vé viéc Ban hanh Quy dinh chirc nang, nhi¢ém vu va co cdu to chire
cua ITrung tam Kiém nghi€ém tinh Dong Nai;

~ -Can cur P!ueu kiém nghiém s6: 267.L-TP.TD/25/TTKN cua Trung tim
Kiém nghi€ém Dong Nai ngay 18 thang 7 nam 2025:

Vién nén Theophylline Extended — Release Table (Theophylin 100 mg)
(S6 phan tich: 267.L- TP.TD/25/TTKN), s6 16 05089, NSX 02/03/2022, HD
02/03/2026; noi san xuat: Pharmacy Laboratories Plus (Warszawa), mau thudc
do Poan kiém tra lién nganh klem tra viéc chap hanh phép luét vé bao vé moi
truong, an toan thuc pham, y té va bao hiém trén dia ban tinh (Binh Phudce cii)
ldy tai Cong ty TNHH MTV Phong khdam da khoa My Anh (Nha thudc My
Anh), dia chi: Ngid 3 Da Kia, thon 4, xa Da Kla, huyen Bu Gia Map, tinh Binh
Phudc cii. Mau thude trén khong c6 thong tin vé s6 GPKLH va/hodc S6 GPNK
trén nhan, khong dat yeéu cau chat luong vé chi tiéu DY hoa tan (dat 18,8-22,5%)
va Pinh luong (dat 19,71%) luong ghi trén nhan Theophylline theo DDVN V.

(Bz’n{a kérgf: bien ban lcfy mau va bién ban hop Hoi déng Khoa hoc Ky
thugt, phiéu kiém nghiém).

Trung tam Kiém nghi¢ém bao cao Cuc Quan ly Duge — BQ Y té, SO Y té
de c6 bién phap xir ly doi véi thudc Theophylline 100mg trén./,
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SOY TE DPONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
TRUNG TAM KIEM NGHIEM Dic lip - Tw do - Hanh phic

Déng Nai, ngay A% thang Fndam 2025

BIEN BAN HOP HOI PONG KHOA HQC KY THUAT
I. Théi gian — Dia diém:
Hom nay, Vao luc 14h00 phut ngay 18 thang 7 ndm 20235
Pia diém: Tai Phong hop Trung tam Kiém nghiém.

II. Thanh Phén:
Tién hanh cudc hop gom:
- Ds.CKI Lé Quang Hién Chu tich Hoi dong ~ Chu tri;
- Ds.CKI Lé Thi Nhu Y Thu ky

- Ds.CK1 Nguyén Thi Khanh Chi, Ths. Nguyén Thi Tuyét Hanh
Tong s6: 04 nguoi.
II1. NOi dung:

A. Xem xét, dinh huwong giai quyét mau thuodc Vién nén Theophylline
Extended — Release Tables (Theophylin 100mg) cu thé nhw sau:

Vién nén Theophylline Extended — Release Table (Theophylin 100 mg) (S6
phan tich: 267.L-TP.TD/25/TTKN), sO 10 05089, NSX 02/03/2022, HD
02/03/2026; noi san xuat: Pharmacy Laboratories Plus (Warszawa), mau thudc
do Poan kiém tra lién nganh kiem tra viée chap hanh phép luat vé bao vé moi
truong, an toan thyc pham, y té va bao hiém trén dia ban tinh (Binh Phuéc cii)
lay tai Cong ty TNHH MTV Phong kham da khoa M§ Anh (dia chi: Nga 3 Da
Kia, thon 4, xa Da Kia, huyén-Bu Gia Mdp, tinh Binh Phudce ci). Mau thude

trén khong c6 thong tin vé s6 GDKLH va/hodc S6 GPNK trén nhin, khong dat
yéu cau chat luong vé céc chi tiéu:

- - D§ hoa tan: Khong it hon 80% (Q) Theophylin so vo1 lugng ghi trén
nhan dugc hoa tan trong 45 phut. Lan 1: 18,8-22,5%, lan 2: 18,3-22,8% ham
luong ghi trén nhan.

- Dinh lugng: Ham lugng Theophylin, C;HsN4O; tur 94,0% dén 106,0%

s0 v6i lugng ghi trén nhan. Lan 1: 19,71%, Lan 2: 19.62% ham lugng ghi trén
‘nhan.

B. Cic qua trinh kiém tra miu thye hién theo quy dinh

- Thiét bi may méc da hiéu chuan
- Kiém nghiém vién dugc danh gia tay nghé hang nam
- Chi tiéu duoc doi tay kiém nghiém vién ki€m tra

T 13, khu phd 3, phudng Trang Dai, thanh phd Bién Hoa, tinh Pong Nai
PT: (0251) 3890217 - 3890215, Fax: (0251) 3890218, Email: ttkndongnai@yahoo.com.vn



IV. Két luin:

Mau khong dat chi tiéu dd hoa tan va dinh lugng theo Duogc dién Viét
Nam V.

Tét ca thanh vién hdi dong déu nhat tri. Trinh Phé Giam doc xem xét, cho
y kién chi dao va phé duyét.

Bién ban két thic vao luc 14 git 20 phut cung ngay dugc doc lai cho mo1
nguoi cung nghe va khong c6 y kién nao khac. |

Thu ky Chii tri

e

Lé Thi Nhu Y Lé Quang Hién

Y kién chi dao

Giam doc




1 — —_ S— e M— e ey _— = - —=

T— ks s — —— ] — — — o ——

Ma s6: SP/P-QA-01/F02A

~ONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phue

Déng Nai, ngciynﬁf , rhdng..’? ndm 2022

BIEN BAN
mau thuoc dé xac dinh chat luwgng
Cén cur Quyet dinh s....... PR NGAY...oovnnmnninnsnns cua Giam dbc Trung tam

Kiém nghiém vé viéc kién toan T ldy mau Thude, My pham, Thuc pham.
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Biérrban nay duoc lam thanh 03 ban: 01 ban luu tai co s dugce lay mau, 01 ban luu tai
Trung tam Kiém nghiém, 01 ban lrutai..........cooovininieinnens ...(co quan quan ly, kiém tra
chat luong).
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Mai s6: DC/P-QA-03/F03A

SO Y TE PONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
TRUNG TAM KIEM NGHIEM Dgc lip — Ty do — Hanh phiie:y, 7 F
%ﬁf I
Deelp N '
PHIEU KIEM NGHIEM
S6: 267.L-TP.TD/25/TTKN
Mau dé kiém'nghiém . Vién nén Theophylline Extended-Release Tables (Theophylin 100mg);
Co s¢ san xuat . Pharmacy Laboratories Plus (Warszawa);
Co s¢ phan phéi 2 -
S6 16 : 05039 Ngay san xuat: 02/03/2022;Han dung 02/03/2026
S6 ding ky : =
Noi lay mau : \Iha thu6c My Anh (Thén 4 xa Bakla tlﬂh Dong Nal)
v DT:0344125855; e N N B
Neudi ldy mau : LéThiNhuY; S0 W W (N
Yéu cau kiém nghiém ~ . Kiém tra chat lu(mgf(Blén bén lay mau s0 fTT KN—TLM ngay
03/07/2025); | .
Ngay thang nim nhan mau -y 03/07/2025;
S6 ding ky klem nghiém - : 267. L-TP TD e £
Nguoi giao mau = “Lé Thi Nhu Y Nguoi nhan mau: Bang Thi Phuong Thanh;
Tiéu chuan ap. dung ,;:-.__ TCCS; (DPVN V); |

Tinh trang mau khi nhan va ’khi m& niém phong: Mau con nguyen bao bi nha san Xuat.
SH luong laya 600 Vlen co niém phong cua Trung tam Klem nghfém tinh Pong Nai.
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Chi tieu cha;_lwg"ng Yeu cau Ehat lu’gmg Két qua va ket ludn
| ” ' Vién nén hinh tru det,
Mn 2 (*) R - | m;ﬁt Vién I'Ihal’l, béng,
e | hai mit 16i, canh va
thanh vién lanh l1an

2. D6 dong deu ve KOl | | 50/ 1 anh Iech so véi khéi luong trung binh. | Pat (P=0,2039g)

[uong
Khone it hon 80% (Q) Theophyli §i Toong | hong St
3. D6 hoa tan ong it hon 80% (Q) Theophylin so vO1 fuong |, 4 1. 18 897 59

ghi trén nhén dugc hoa tan trong 45 phut Lin 2: 18.3-22.8%

Trong phan dinh luong, thdi gian luu cta pic chinh
trén sic ky d6 cua dung dich thir phai tu'cmg rng
véi thoi gian luu cia pic Theophylm trén sic ky do
cua dung dich chuan

4, Pinh tinh® Pung

T4 13, khu pho 3, phuong Trang Dai, tinh Pong Nai
PT: (02513) 890215, 890217, Fax: (02513) 890218, Email: trungtamkiemnghiemdn@gmail.com



SO Y TE PONG NAI
TRUNG TAM KIEM NGHIEM

Mi s6: DC/P-QA-03/F03A

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc laP Tw do — Hanh phu &\”’f, ERECE,

5. PBinh lugng"™

Ham lurong Theophylin, C7HgN4O; tir 94,0% dén
106,0% so vé&i luong ghi trén nhén

Khong dat:
Lan 1:19,71%
Lan 2: 19,62%

Ghi chu: (*) Voi chi tiéu thir nghiém chuwa dang ky cong nhan voi Vilas.
KET LUAN: Mau thir khong dat yéu cau cac chi tiéu: Do hoa tan, Pinh luong theo tiéu chuén

DDVN V./. ple.

Pong Nai, ngay 18 tha'ng —?‘ nam 20235

T 13, khu pho 3, phuong Trang Dai, tinh Pong Nai
DT: (02513) 890215, 890217, Fax: (02513) 890218, Email: trungtamkiemnghiemdn@gmail.com
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