Controlled Copy

Directorate General of Drug Administration

(DGDA)
105-106 Motijheel C/A
Dhaka-1000

Document No. :
Effective Date :
Revision No. & Date :

Title : PBFEK Jla Drcy ibi ibt ikKy

Prepared by (Name & Designation)

1. Subash Chandra Sarker
Joint Secretary, Public Health, MOHFW
2. Md. Golam Kibria
Director (C.C), DGDA.
3. Md. Ruhul Amin
Deputy Director, DGDA.
4. M Musaddek Hossain
Representative, BAP!I.

Approved by (Name &
Designation)

Authorised by (Name & Designation)

5. Md. Nurul Islam Khandaker Sagir Ahmed | Major General Md. Jahangir Hossain Mollik
Assistant Director, DGDA. Deputy Director, DGDA. Director General, DGDA.

Date : Date : Date :

01] TrgKvt

Jla buZ 2005 Ges Drugs (Control) (Amendment) Act, 2006 tgiZiteK Jla ckimb Aia™Ri PEifiEK Jla

Drci™tbi AbgiZ c™ib Kti |
1.1

RiZig 11y bnzZ 2005-G P@IfiEK Jla Drev thi veliq DijiLZ velqu” t

1.1.1  chy@ n vSi A el be-D™ieZ Ilgmgini JFZiibidZ Kivi j19" ewsjvi ik Drci™b BDibU thB
Ggb et kx tKacibitK Zvi thRm MielYvja Ryxeb i9[Kvix Iy Drvi cQ™ Abigx G iki th
tKib AskiCvtii mita jiBImY ¢ vb P@i AvlZig ~mibigfite Drev thi AbgiZ ¢ b Kiv nte hi®
D3 Ilg GKB cY'bitg Kgctql ibigeiYZ “§U DbZi ik ibellZ 1 eRiRiZ K t h§id,
h@iR", mpRvi j W0, Rigvox, dvY, Ricib 1 Af=ijq]

1.1.2

eisjvi ki eunti rechibi ciqiRib eisjii itk Drcv'b BDibU thB Ggb th tKib wef kx Iy

tKvacibitK Drvi ¢Q™ Ablwgy th tKib AskC vt mi_ JuBImY ¢ b/giij ¢ b P@i Avl Zig
~nibxgfite th tKvb I'hg Drev”tbi AbgiZ 1~ Iqy niel

1.1.3

eisjit ik Drer'b otEi Aiakiix “nibig 1 et ki DFq cKvi tKmcibr, 1jitK girj A el PyB-

Drcib e'e niaxtb (Toll/Contract Manufacturing Arrangement) Zt™ i cQ"giZv Ab™ th tKib
Drer™b cfE 11y ¢ Z¥ Kivi AbgiZ ¢ b Kiv nie|

1.2

Drugs (Control) (Amendment) Act, 2006 G P&rfiEK Jla Drcv tbi Rb™ elYZ ibf kb t

Manufacturer of Drugs under licensing agreement etc. subject to the approval of the licensing

authority:-




1.2.1 Foreign Manufacturer may be allowed to manufacture any drug under licensing agreement
with any manufacturer in Bangladesh if the drug is its research product and is registered
under the same brand name in any of the countries specified under sub-section (1A) of
section 5”

1.2.2 A manufacturer in Bangladesh may be allowed to manufacture any drug under any written
contract with any pharmaceutical manufacturing plant in Bangladesh.

1.3 PBfefer 3¢ Seoivi afgarr f[feg efedimr syes fdr Ges Drev'b g2y KR juliq recy
ciigly Jla Drcib moe, GiZ ielbiqMKZ .Af_1 h_vicih§ e'envi Ges cPt “ef 1kK gyvi mikqg nq|
cy, eri terfb 171tk PBfefer 874 TAMER A6 IRCR IR (T3NS @ AT BT ST |

mypi~ 6 MBWJBb by _vKig PEFIEK Jla Drci™b e'e v h yh_fite g§gb 1 1bgSY Kiv mae n'Q by
ie>"gb Jla bwzZ Ges Jla ABibi rfiEIZ PBIFIEK Jla Drer’ibi AbgiZz ¢ vbi Rb™ mypit6
GIzGRE e @a 53 cTbKvix I MnYKvix cizobmgr g iqibi wbigiE GKiU < vOW MBWjiBb
cYgb Aek’K| GKiU cigZ (=OMW) MBW jiBb KihKi 1bg3Y e'e v cizdiq Ges gb madb Jla
Drci™tb mnigK nie|

02| DiTk't
2.1 P&FIEK Drew Z Jltai gib ibidZ Kiv|
2.2 KihKi 1hg3Y e’e nv cizov Kiv|
2.3 PBex ciZdbmgsni msiko myhiM-meav g vgib mypi” 6 b kbv AbgiY Kiv]
2.4 P& MnYKvix ciZbitbi Drevb 1 gib-ibgSY K'veumil h_vh_fite gf'vgb Kiv|
2.5 P& MnYKuix cizovibi Drev™b I gvb-ibgSY e'e g IRGgic ev Zewgb ibidr Kiv]
2.6 ciZdbmgsni ABbMZ “vq 1 “wgZ ibijch Kiv]
2.7 PBex ciZdbmgriK mypi~6 v K ibt kbv ¢ vb Kiv]
2.8 PEIFIEK Drevthi 1ednsZ ~#Kiv|
03] GjKimgrt

3.1  AbwZ ABD, iera I bnZ t
WM A'vt 1940, WM 1zj 1945, telaj WM izj 1946, Jla (1bgSY) Aavi k 1982 Ges Jla buz 2005
I Drugs (control) (Amendment) Act, 2006

32 P& aiY t gij ¢ ev jBImY ¢ b-Gi AvlZig (Under License/Toll Manufacture/Contract
Manufacture) |

3.3 PBielg t WM cWvt (WiRm dg) I WM me<="vY (Jltai Kgij) Drevh, D'P chy@i Jliai 19111
ciilv 1 ietklY PEREK KgkitUi ArlZvf$ nie]

3.4 PBbigi t PA cWbKiix 1 PB MnYKvix cizéb “§Ui gfa” GKIU P&hbigy malib KiiZ nie| D3
PBhigiq tbgelYZ KZw™ KiZ nie]

3.4.1 molw Z P2i fgqi” nie Kgetyl "B eQi Ges miev'P cit eQi | P2 beigbthi” niel



041

3.5
3.6

3.7
3.8
3.9
3.10
3.11

3.12

3.13

3.4.2 PBex ct'i Kikigiy msiqlY, cWix tWFjcigU, Dreib, gib-ibgSY, gib 1bdZKiY Ges €W
iy iR weliq DFq cizovtbi mypi” 6 “wgZ PBbigig DijL KiiZ nie]

3.43 cWax tWfjcigl, +werjiu ="wW, cimm thigiwkb, GbygBIUK vy tg_W 1Fijiwkb/
tHFiiidiKkb, WKipU cYgb Ges tUibs-Gi “wgZ P&bigig myoi~ 6fte DijL WKiZ nie

3.4.4 P& MnYKvix ciZovibi PBex ct'i Drcvb I gibibgStYi meigl g2 Ges Ae'elZ YigZy
P&higig DijL KiiZ nie]

3.4.5 PBex ci 1 Kiigyj msMn, msiqlY Ges iiviRi “wqZ, Drcw Z ct 1 msiq[Y 1vinjiRi “wgZ
P&higig DijL KiiZ nie]

3.4.6 €WPtiKW Ges AblitaK WKipU msiqTiYi “vgq Ges “wgZ PBbigvg DijL KiiZ nie |
Drci™b 1 gibibgSY ee vi tKiqujil AWU-Gi “wgZ PBbvgug DijL KitZ|

tKvquiu g'vbyqj t P2 MnYKvix cizovibi tKvqujiU g'vbyatj P@Bex ¢t 1 gibibgSY 1 gib ibidZKitYi
ielfq K ibf Kby _1KiZ nie|

P2 ¢ vbKvix I MnYKvix Dfq cizovibi mBU gi=vi diBj-G PBex ct i Z_"w™ DijL KiZ nie|
Kveigvg cixqv I etk IYKvix cizowo Kikigyij i nitUbkb mvadj msiqTY Kiie]

P& ¢ wbKvix Ges MnYKvix DFq cizdtb Drew™Z Jliai vitUbkb mvalj msiqTY KiiZ nie|

eV WKipUm-Gi gF Kic PB™vZi ciZbib Ges ciZijic P2 MinZy cizob msiqTY Kite|

Dfq cizow thS_fite PBex ct™i tKigwjiu AWiUi ctUKj cYgb Kite Ges tKigujiu AWU criPrjbi
Kite|

P2 c bKvix cizdb Kigij, cwKs fgtUriquj, Bbcimm Kb, evé cWit Ges idibmW cWiii
t iimidikKkb tmU-Avc Kite] G ieliq ciqiRib P2 MnYKvix ciZbitbi mnigZy MnY Kite|

WHO-Gi IRGgic MBW jwBtbi Contract Production and Analysis-ikiivbitg elYZ hieziq kZw™ DFq
ciZbib AbgY Kite]

ti 1jUIkKbUij t

4.1

4.2

4.3

4.4
4.5

Tagyl mgexiZi Jla Drev bKvix cizobi gia” (PifiEK Jla Drev bi-Gi P& malb Kiv hite]
A r Avijvc_K-Gi mii_ Avijicw_K, nverj-Gi mvi_ nvevy, BDbibi-Gi mit_ BDhbibx, Avgyer” K-Gi
mvi_ Avgger K 1 fnwglcw_K-Gi mvi_ fnuglcw_K]|

PBZ1 ciZobtK PBex Jlamgini PEIFIEK Drev tbi AbgiZ tPig Jla ckimtb Arte™b “wLj KitZ
nfe] 1K KiitY PBfiIEK Drevibi ¢ Zie Kiv nigiQ, KZ mgiqi Rb™ PEFIEK Drerb KiiZ Pig Zy
Avte”1b DijL KiiZ nie|

PE “1Zv 1 PEBMZ1 ciZbibi gfa” matw Z PBbvgy Jla ckimb Aia™R1 KZK AbjguZ niZ nie|
PSi tgq DENY nloui cte tgqv™ eyxi Rb™ Ate™b “uLj KiiZ nte Ges ¢ ZweZ tgqit™i Abygv b
MnY KifZ nie|

P2i tgqi Kvij DFq cizowiK PBbigii kZu™ tgib PJiZ nie]

miaiYfite ibig DrevbKiix cizoibi 19T wWctlig P& MnY Kiv nte, iTcYliq Py (Third Party
Agreement) tbizrminZ Kiv nte| Rizig “$hiMKijxo AZiek'K ntj iTclig Pyi ielq ietePby Kiv nie|



05|

06|
07|

4.6
4.7

4.8

4.9

4.10
411

4.12
4.13

4.14

4.15

4.16

4.17
4.18
4.19

iet”kx cizobi 11T weTNig 1 vTcig Py (Third Party Agreement ) MnY Kiv nie]

eisjvi 1k Drcyv™b BDibU thB Ggb et kx tKiacibiiK Zvi MielYvj& Riebi qlvKvix Jla Zvi cQ~ Abkgx
G iki th tKib Aski“vtii mi% JiBImY ¢ b/PyBi AulZig ~nibigfite Drev” thi AbgiZ ¢ b Kiv nie]

PE MniZy cizowb 0PBex) GKB ¢ AbT tUij/KEvt rFIEK Drev'b KitZ ciite bi] PB™Zi ciZob
GKB mit: GKiU ¢~ GKwaK cizovtbi mi_ tUrj/KEvt rfiEK Drev™h KitZ ciite b

ief ki ciZzow KZK ¢ E jBimtYi AvlZig PEfEK Drevthi 19T jBImYcR cizdb P& iz
ciZ6ib inmite 1etelPZ nie Ges Kibigyj Aig ubi ibigtE Jla ckimb t_tK Abygv b MnY Kite|

PEKjib mgtq PE™vZv | PEMNIZY ciZovtbi Drev’b JyBimY “ea tgqit i niZ nie|

PBZ1 | PENNIZI ciZoitbi PB tgiZiteK tKib PBex ct™i 1erfb KgkiU DFq ciz6vth madu™Z ntj
tm 19141 DFq cizovtbi msiké relgK mean™ cii“kibi giatg hiPB Kiv nte] thgb- P& Zy cizoib
Byt B si@w, o™ tofere=w, GhjBIUK v tg W thijiwkb/tfilidiKkb BZ'w™ s
ciiPibi Kitj tm 1T PB 2y cizovtbi DijiLZ relgK meaw™ cii “kibi gva'tg g vgb Kiv nie]

PEMniZy c1Zbvtbi Jla Drev b K'vewmiU matiK ie ZwiZ Z_w Jla ckimib “wLj KiiZ nie]

PSMNYKvix ciZovtbi Kvilibv cri~kibi gia’tg mweK meaw™ gfgb Kii PEFIEK Drev ibi AbgiZ
c W Kivnie|

cii~kbKitj PBMnYKvix ciZbitbi Kvilbwvi ciimi, ciifek, wcZ igikbvixi Drev'b 1 gib- 1hgSY
Mozy, g'tUiiqu nvOigs ee v 1 tjiKetji KicumU hPiB KiiZ nie]

PBEIFIEK Drew Z ct’i Gvib-vi Ges fgioKmigWiZ P&i welqiu ~(6fvie DiJL KifZ nte (thgb
Manufatured by ‘X’ for *Y’, Manufactured for ‘X’ by ‘Y’ BZ"w™)]|

Under Lisensing ef@am &3¢ Seomtaa @vt@ cf i Gith-vi Ges fgioKmigMidZ JvBimY ¢ vbKvix
ciZbitbi bug DijL KifZ nie|

PBex tKib c™ gib emFy/tfRvjh3 ntj Dfq ciZbibiK ABb fgiZiteK “vg-"vgZ enb KiiZ nie|
tKib KvitY P2i Aemib el P& enZj Kitj Jla ckimbiK AeinZ KiiZ niej

PBbigii tKb kZ criezZb/crieab/msthiRb-ietqyRb Kitj, PBex ct'i tKib ciiezb Kifj Jla
ckimbiK AeinZ KifZ nie Ges Abygi b MnY KiiZ nie|

PEIFIEK Jla Drevthi 11T G MBW jiBtb elYZ bt kverj P& MnYKvix 1 P2 ¢ bKvix ciZobmgr
h_vh_fite AbgiY Kite]

ciqRib D= MiBW jvBb mgfq mgiq nigbwh™ Kiv nie]
cYiZ = OW ditgu (Kic msh3) Ablgx msikd c[tK P& malv™b KiiZ nte|



Format for Preparing
A Contract (Toll) Manufacturing Agreement

Preamble: The name of the Contract Giver (CG) and the Contract Acceptor (CA) involved with their registered
addresses. To include the purpose of the Contract and the desire of the parties involved.

Contents:

1.
2.
3.

10.

11.

12.
13.

14.
15.

16.

17.

18.

Definition: Definition of all the relevant terms used in the Contract should be given.

Appointment: i) Period of Contract; i) Site of Manufacturing; and iii) Purpose; to be included.

Technology, Manufacturing Instructions, Standard and Guidelines: Responsibilities of the individual
parties to be defined. To mention who will provide what for the manufacture of the products.

Manufacture of the products: To mention that the CA will manufacture with its facilities/equipment/utilities
for bulk processing and packaging using APIs and materials provided by the CG. Also to mention about a
Quality Agreement as given in Appendix D.

APIs and other materials: Who will provide what should be defined.

Forecast and Orders: To be provided by CG and the period and timing to be mentioned.

Storage and Stock: Responsibilities of both the parties related to APIs, Excipients, Packaging Materials,
Finished Products, and Quarantine Stock before release, should be clearly mentioned.

Delivery of the Products: Procedure for delivery of the products by the CG should be defined along with
the transfer documents and compliance of VAT payment formalities.

KPIs (Key performance indicators), Yield and Improvement: Procedure for addressing these parameters
should be included.

Quality: The parties should enter into the Quality agreement as given in Appendix D. Responsibilities of the
parties for maintaining records, analysis, in-process checks, release, rejection, transfer, supervision should
be defined.

Non-conformity: All batches of product(s) delivered by CA to the CG shall comply with the specifications.
However if there is any deviation then how to address should be defined.

Manufacturing Fees and Payments: Should be clearly defined and attached as Appendix.

Intellectual Property Rights— Authorizations: Responsibility of the CG for product registrations and
compliance as per laws of Bangladesh.

Audit - Inspection: Role of the CG and acceptance by the CA should be defined.

Confidentiality: Responsibility related to disclosure of the information related to the Contract should be
defined.

Warranties and Representations: CA should warrant and represents that all products manufactured and
delivered pursuant to the Contract should conform to the specifications and manufactured in accordance
with the GMP and all applicable laws and regulations relevant to the manufacture of the products.Safety,
health and environment issues are the responsibility of the CA. Whereas CG should warrant that it is the
owner of the intellectual property rights and that APIs and all materials provided are compliant and it is the
owner of the products and the products are duly registered.

Liability: Responsibility of the CA for material loss during production or delivery. Whereas CG will indemnify
CA against all claims related to the uses of the products by third parties. However insurance policies may be
taken by the individual parties for their own protection.

Force Majeure: To be included as in any Standard Contract.



19.

20.

21.

22.

23.

24.

Term and Termination: Effective Date and the period of Contract, the renewal procedure and
responsibilities to be defined.

Consequence of Termination: Action involved and responsibility of the parties to be defined. Notification to
the regulatory authority by both CG and CA.

Applicable Law and Dispute Resolution: Provisions for resolving any dispute amicably and if failed should
be through arbitration should be defined.

Miscellaneous: Terms related to stipulations with other laws, assigning, modification to the Contract,
notices, reference in promotional materials, discrepancies to be addressed.

Signatures and Witnesses: Signatures, names and designations of the signatories and witnesses to be
included.

Appendices:

A. Product List
B. API Specifications
C. Manufacturing Instructions and Storage Condition
D. Quality Agreement
a) Definitions
Basis
Object
Starting and Packaging Materials
Manufacture, Manufacturing Procedures and Manufacturing Records
Quality Control
Storage
Change Control
Contracting of third parties
Inspections
Complaints and Recall
Concluding Provisions
Appendices of Quality Agreement
1. Persons Responsible from CG and CA should be listed
2. Products ordered and responsibilities: i) Primary Packaging; i) Secondary Packaging; iii)
Release
3. Division of Pharmaceutical Responsibilities: CG and CA (a blank format provided)
4. Suppliers of starting materials, primary, secondary and other packaging materials
E. Manufacturing Fees
F. KPIs
G. Responsibilities of Supply and Responsibilities of Manufacturing

XTI DO oo o O o
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Appendix 3
Division of pharmaceutical responsibilities

(mark the square for the responsible party)

Contract Giver (CG):
Contract Acceptor(CA):

Contract Giver(CG)  Contract Acceptor (CA)
Compliance with the registration documents L] L]

Division of pharmaceutical responsibilities:
Active ingredient ()

Specification

Supply/Procurement

Testing

Transport conditions

Retention samples

Other starting materials:
Specification
Supply/Procurement
Testing

Transport conditions
Retention samples

Primary packaging materials:
Specification

Clearance for printing
Supply/Procurement

Testing

Retention samples

Secondary packaging materials
Specification

Clearance for printing
Supply/Procurement

Testing

Retention samples

Other packaging materials:
Specification

Clearance for printing
Supply/Procurement
Testing

ey ety CEffrl CELLT
()t CEffrl CELLT



Package insert:
Specification
Clearance for printing
Supply/Procurement
Testing

Finished product:

Specification

Packaging prescriptions (master instruction)
Packaging prescriptions (actual performance)
In-process control (master instruction)
In-process control (actual performance)
Finished product analysis
Packaging/packaging record

Assignment of batch number

Final inspection

Release for dispatch

Retention samples

Final release to market

Transport conditions

Post marketing stability surveillance

*Process deviation / investigation report

Finished product:
Manufacturing record, complete
In-process control records
Packaging record, complete
Packaging record, extract
Certificate of Analysis

Continuous page
Appendix 3

Contract Giver (CG)

.

Contract Acceptor (CA)

.

Other agreements / Special arrangements: None

*if any



1.

2.

w

10.

11.

12.

13.

Format For Preparing
A Contract (Toll) Manufacturing Agreement

Definition:

Appointment:

i Period of Contract:

ii.  Site of manufacturing:

li.  Purpose:
Technology
i.  Manufacturing Instructions :---------------------

ii. Standard and Guidelines:

Manufacture of the products:

APIs and other materials:

Forecast and Orders:

Storage and Stock:

Delivery of the Products:

KPIs (Key performance indicators),
Yield and Improvement:

Quality:

Non-conformity:
Manufacturing Fees and Payments: ----------------

Intellectual Property Rights — Authorizations:------



14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

Audit — Inspection: Confidentiality:

Warranties and Representations:

Liability:

Force Majeure:

Term and Termination:

Consequence of Termination:
Applicable Law and Dispute Resolution:

Miscellaneous:

Signatures and Witnesses:

Appendices:



