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GIOI1 THIEU

Nén tdng LIMS (LIMS as a Platform) danh cho Phong Lab Dugc pham hé trg:

e Kiém soat chat lugng nguyén liéu thé | Raw materials quality control

e Kiém soat chat lugng thanh pham | Finished products quality control

e Hiéu chuan va bdo tri thiét bj | Instrument calibration and maintenance

e Su 6n dinh | Stability

e Theo d&i vat tu va hoa chat téon kho | Lab inventory and reagents tracking

e Biéu do théng ké kiém soat chat lugng | Statistical quality control charting
e Tuén thl quy dinh CFR 21 Part 11 | CFR 21 Part 11 compliance

e Bdo cdo ty déng | Automated reporting

e Tich hop thiét bi | Instrument integration

e Tich hgp phan mém Hoach dinh ngudn luc doanh nghiép ERP | ERP integration
e Ban hanh ching nhan phan tich CoA | CoA generation

Theo ddi Khdng dat yéu cau ky thuat | Out of specification tracking

Chi ky dién tU | Electronic signatures

Tai phan loai 16 sdn phadm | Product re-grading
Hanh dong khac phuc phong nglia | CAPA
Theo d&i nha cung cap | Supplier tracking

Tiét gidm thi nghiém | Reduced testing

Tht nghiém xac nhan | Confirmatory testing
€Cong thuc bao ché | Formulations

Theo doi dao tao nhan vién | Staff training tracking

Bang viéc cung cip LIMS nhu mét nén tang hoat déng, QLIMS khéng chi
dap ¢ng nhu cau cta phong thi nghiém trong quan ly dau cudi ma con cung
cap mot lugng lén di liéu kiém soat chat lugng (QC), dé khai thac va phan
tich cho hoat déng kinh doanh. Piéu nay cho phép doanh nghiép dua ra

quyét dinh thic day bai di lidu dya trén nén tang véi day da thong tin.
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HIEU QUA,
TU PONG HOA VA,
TUAN THU QUY DPINH

Phong QC Dugc pham luén phai xtr ly lugng mau lén véi lugng dit Liéu

dudc tao ra nhiéu tuong Ung.

TRANSMED CO.

Qua trinh nay bao gém nhiéu budc, va cac tinh toan phiic tap. Phan mém

QLIMS hd trg thuc hién quy trinh v8i nhiing cdng nghé tién tién nhat,
cung cdp mot giao dién than thién dé s dung, va lién két bao mat tu

dong gitta hé théng va thiét bi dé t6i da hda ngudn luc phong thi nghiém
va don gidn hda cac cdng viéc phiic tap. Méi mot budc clia qua trinh déu
dugc ghi lai trong Lo trinh danh gia (Audit trail).

Ql_l M S Laboratory Platform for the Pharmaceutical Industry
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THUC PAY BOI DU LIEU

QLIMS cho phép di liéu
phong lab cé thé dudc truy
cap va tich hgp véi mang ludi
t6 chic réng hon.

Muc tiéu cta doanh nghiép la dua ra cac quyét dinh
dua trén nén tang day da thong tin dé mang lai Lgi
ich cho hoat déng ctia ho va cho khach hang. Cach
tiép can nay dua trén su thdc day cua di liéu (data
driven), bao gém viéc truy cap di liéu kinh doanh
quan trong, mdt cach dé dang. Bén canh do, QLIMS
tich hgp Module Tri tué doanh nghiép (BI) nhu mét
tién ich sdn cé dé bao cdo va phan tich doanh
nghiép hiéu qua.

Truc quan hda va trich xudt di liéu quan trong
trong hoat déng va quan ly chi véi mét nit bam.
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HO TRO THAM PINH

D4y nhanh tién do (fast track) tham dinh 13p dat/van hanh/hiéu ndng (IQ / 0Q / PQ) véi mdt phan mém

SaaS LIMS d3 dwoc chirng minh tudn tha Tiéu chudn CFR 21 Part 11 cho st dung trong Thyc hanh san
xuat tét (GMP) va dwoc pham.
Goi thdm dinh bao gdm b tai liéu chi tiét dung cho:

« Tham dinh I3p dat (Installation Qualification, 1Q) - lién quan dén kiém dinh ky thuat nhu trién khai
va sao luu.

« Tham dinh van hanh (Operational Qualification, 0Q) — giao thirc (protocols) cla cac chirc ndng cot
18i bao gdm kiém sodt truy cip, cdnh bdo va audit -- nho vay tiét giam dang ké cong strc cho khach
hang.

o Tham dinh hiéu ning (Performance Qualification, PQ) — cac tai liéu cé thé chuyén thanh giao thirc

(pre-documented protocols) dé huéng dan khach hang.

GIAO DIEN ERP

QLIMS c6 thé dugc tich hgp dé& dang vdi tat ca cac giai phap phan mém quan tri
doanh nghiép ERP trén thj trudng hién nay, cho phép tu dong hda quy trinh hoan
chinh tU dau t&i cubi - tir ti€p nhan mAu tdi gl trd k&t qua - cling nhu théng tin

can thiét cho phan tich tai chinh.

QLIMS dua trén Giao dién lap trinh ¢ng dung chuan hoéa (API), gitp dé dang tich
hgp truc tiép vao hé théng hoach dinh nguén luc doanh nghiép ERP. Viéc nang
cap dudgc thuc hién bdi OnQ Software, ddi ngd ky su CNTT/IT khach hang, hoic

cac doi tac ky su toan cau dat ching chi (certified developers) ctia OnQ.
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THIET LAP CAU HINH
THEO NHU CAU CU THE

Nhan vién phong thi nghiém phai cé kha nang trién
khai (implement) va duy tri (maintain) hé thdng LIMS
cta ho ma khdéng can dén kién thuc phat trién phan
mém ho&c ky nang lap trinh.

VGi cong cu sdn cd (native tools) trong QLIMS, ngudi
ding co thé:

« Thiét lap cau hinh theo phan quyén.

« Thém trudng tdc vu mdi theo nhu cau.

« Lién k&t cac trudng tac vu trong QLIMS véi nhau

« Thay déi cach thic tim kiém theo dang ludi
(searchable grids), kéo tha (drop down) hoac

ty dién (auto complete).

« An trudng tac vy, thay déi tén nhan.

D&i v8i cac phong thi nghiém da thuc hién danh gia
hé théng, Thiét lAp cdu hinh chd déng khéng chi gilp
ti€t kiém thdi gian khi phai thuc hién thay d6i ma con
giup tiét kiém chi phi tai danh gia, hé théng hoa tai

lidu, va quy trinh trién khai (deployment).

Sample Manager
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Add new...
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KHOI TAO CHU
TRINH LAM VIEC
DE DANG

Hé& thdéng ti€p nhan nhanh
chéng va lua chon quy trinh
thuc hién t6t nhat.

Véi mot ct nhap chubt,
QLIMS sé tu dong khai tao
mét biu mau don gian,
hudng dan ngudi dung dang
nhdp théng tin mot cach truc

quan va y nghia.

YEU CAU
THU NGHIEM

Thiét lap cac loai phép thu
khac nhau, bao gom cac
phudong phap dinh tinh nhu
bé& ngoai va mau sic
(appearance and colour), va
phudng phap dinh lugng nhu
do pH, phan tich assay hay
do d6 hoa tan.

Xay dung gidi han phuong
phap, chit s6 cé nghia, cong
thic tinh toan, daon vi do, quy
tdc tham dinh tu dong, va
nhiéu hon thé.

Tat ca phién ban géc va diéu

chinh dudc kiém soat dé dam
bao tinh toan ven va kha nang
truy xudt cGa dif liéu dé& dang

va truc quan.
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HO TRO TUAN THU
TIEU CHUAN 1SO17025

QLIMS gitp phong lab dat dugc va/hoac duy tri tuadn thd quy dinh quan ly ma khéng phat sinh thém céng

viéc gidy to.

QLIMS vuot trén sy dam bao vé truy xudt ngudn goc tron ven, t&¥ nhan mau dén bdo cdo khach hang

trong méi tredng quan ly nghiém ngat nhu GMP. Cac tinh ndng dwoc can chinh véi Tiéu chudn 1ISO17025
va bao gdbm ca nhirng quy trinh twong thich nhu:

o Lén ké hoach hiéu chuan va bao tri thiét bj

o Cdc hanh dong khiéu nai va phong ngira (Complaints & Preventative Actions)

o Theo ddi vat tv va hda chat

Quan ly khéa hoc va dao tao

THU NGHIEM XAC NHAN TIET GIAM THU NGHIEM
(CONFIRMATORY TESTING) (REDUCED TESTING)

Trong mét sd6 phong Lab, cac phudng QLIMS dé dang dap Ung va cai thién
phap thi nghiém sang loc it té6n kém hiéu qua th nghiém.

nhung cling it chinh xac, thudng dudc

st dung nham gia tang hiéu qud phong Nhiéu phong Lab Dudc phiam thuc
thi nghiém. hién tiét gidm thd nghiém cho ca

mau thanh pham va miu nguyén liéu

QLIMS giup quan ly va thuc hién thu thd tU nha cung cap. Quy trinh thuc
nghiém xac nhan (confirmatory tests) hanh dugc thiét lap trong module
dua trén cac k&t qud vudt ngoai gidi phudng phap tht nghiém cta QLIMS

han cGa phuong phéap. néu can.
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QLIMS

NHA PHAN PHOI CHINH THU'C

» CONG TY TNHH TU VAN, THUONG MAI VA
DICH VU kHOA HOC k¥ THUAT TRANSMED €K

www.transmed.com

Tru s& chinh: Tang 3, Toéa nha Sapphire Palace, S6 4 Chinh Kinh, quan Thanh Xuan, Ha N6i
V&n phong dai dién TP.HCM: Tang 3, S6 42 dudng Dong Nai, P.15, Quan 10, TP. HCM

www.ongsoft.com
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