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DOCUMENTS/CHECKLIST FOR MANUFACTURIN
Covering Letter  (Introdduction of applican with address of the Plamt and Adminisration office
an his requirement)

Application [statugory) in

Form- 24 with fee - Rs. 600 Licence Fees & 1304 (for every inspection

Fuorm- 24-/4 with Bee — Rs, V- Licence Foea & L500V- (For every inspection])

Fom- 24-B with fee — K, 500 Licence Fees & 2~ (Far every inspection)

Frorm=27 with fee - Fs G000 Licence Fees & 15000 {for every inspection)

Form- 27-A with fee - Ra. 6000 Licence Fees & 15004 (For every inspection)

Fspm- 27-B with fox - Rs, G000- Licercs Pees & 15005 (for every inapection)

From- 27-I3 with fee ~ Rs, &MV Licence Foos & 15004 (for ewery inspection)

Frm= 27-I04 wath e — Bs. Q000 Licenes Fees & LS00 (for Every mepedlon)

Frorm- 31 with fee — Ra, 2500~ Licence Fess & 1000- {for every inspecticn)

Frrme 31 A with fee - Rs. 2500 Licerce Fees & 10004 {for every inspection) duly signed by the
Proprietor ¢ Managing Fartner ¢ Manaping Director’ Ferson declared as responsible under Sec 34/
Person Autherized by the Board of Directors nccompanied by Company Boerd Resolution.
Challan in original remitiing the required amennt of feg In the Head of Accoant

02 10-Medl. and Ph

O4-Fh- 1M — Fees & Fines elc.

(08-Finea and Confiscations

0207 | <Licence Feas under the O & C Rules

Proof of Identity af the applicanis{Copy of Passport"Aadhar CardTiriving Licence)

Conatition of Firm [I"I‘"'Fl:I#Il.'l:’\’h;p"ﬁl.l.l‘.lln.'l}.l"lip."‘".ll. Led |.'J|||"|P|'F'||b|i\' Lid f_;::mrqu‘.:,-." R;_';_;immj
SncietyGovl. Agenoy]

Documents. Requirsd’ Registered Parmership DeedMegistered under LG.R, OdishalArticles of
Association Mdemomndéum of Association as per company Acl

Resolution Copy passed by the Board of Directars for ohinining of License. I Govi. Agency,
(Legal Autharization from Competont Higher Aulbarity)

Power of AttomeyLetter of authorizaton{wherever applicable)

[retil list af manafacturing and anakytical equipment with copies of parchase bill.

Copy of 8MF (Site Master File)

List af S0P (Standard Opesating Procedurg)

Calihration Validntion centilicate of Equipments wherever necessary

List of drugs imended tn be manufactured including formalo, pack size ond detzils of primany
packing maderial, literaturs and insert (G0 any), deall bbel of product intended o manuficire.
Layout plan of the premises (Blee print alongwith detnils of area of each section duly signed by
applicant and owner ol o)

Design and Inyout of HY AC systlems iCapplicable (validation thereaf).

Dogumentary Evidence in support of Ownership & Building

House Rent Agreement Im Casz of Tennney or declaration of House Owner if same as applicand
far specific Purpose

Educstional Cenificate of the person incharge of Manufcturing, Testing and Ouality Assirnnce
Consent Letter of Person Incharpe of Manufacouring, Testing & Cuality Assumance for thei
Specific koh,

Experience Certificate of the persan Incharge of ManuTucturing, Testing, Quality Assurance from
where respective Ex-Emplayees.

Declaration/Affidavit of their person Incharge of Mansfacturing, Testing, CA repnrding their
Mon-Engagement elsewhere & thelr previous engagements in the concemed Fleldz




Line Dragram of AHU {Alr Handling UnitfACTe-Humidiffer! Purified Water Supply/Portable
Watcr Supply/Trminage/Returm Air Vent o,
Fire Safety measures provided (Mo, OF fire cxtinguishers) Provide with their validity & other
steqs taken for salfety.
Provtalon made for disposal of Waste water Management
Pollutivn Comtrod Certiflean: { Wherever applicable),
Consent Letber Approved Institolion o carry oal Teat & Analysia of Manufacturing Drwgs and
Raw Matzriala prior s release of the batch along with the copy of Valid License/thersal whers
the Applicant had nat provided own Testing facilities (which require sophistcated nstrument)
Fire Safety Cestificars abtnined from Fire Oificer.
Compliarce of Schedule M, M-1, M-L1, M-L11} as the case way be.
Protoced for besting in case of Patent & Proprietary medicine whenever necgssany,
Stabifity studies data of dnsgs (Sanbility studies for all products = o be submated m Gse of
renewal of licence. In case of prant of loence only established phasmacopozial prodicts will be
allowed. However, real timefsceslerated sisdies hes to be commenced immediately after the
prodscts are manufactured).
Pernlzston ohtaimed from the MMumicipal Awtharities’ Panchmynt awthorities !/ Certilicate in
comfprmity with Factories Act for construction and starting thes Lindl
Clearance from Drugs Cansrofler Genernl (Indin), Mew Delhi in case of pew drugs (Either Bulk
drug or Formulnisan) — Mew Drugs as defined under Bule 122 E of Dvaps and Cosmetics Rules
1045,
Technical Data in respect of the products for nmelEeiirs of:-
{a) Technical Ducomenis to be submbited for Bulk Drags:
(0 Manufacluring procedure of sach product
fil}  Flow Charl with structural Formuols of reactions as per Master Formula record ard
mnalytical procedure of each apolied product with mode of procurement of official
rufenence stardards or working standards ’
{iify  Odficial Monographs copies.
{iv) Corsumption coellicients of Raw wlarerinla. s per Formar)
() Detsilaof effloents genersted and their treatment followed.
{vi} Specimen lnbels of 2l applicd produsts.
(b Technical Documents to be submitted for Formulations
{i} Consolidsted list of Foemulations with packing particulars separately Catepory wise
Wiz, Tablets, Capsules, Inpectables ahe
{ih Details of biopharmaceutical classification of coch drug o ke manufsctmed (Ol
Damge Form) with result af bioequivalencs study of drug (Oral Dosage Form under
category |14 V)
(i} Manufacturing & Annlytical procedure of each product (This may not be submitted
during renewal of liceros).
(v} Specimen labsls
(¥} Ishels of the similar products moving in the markes for formulations not include in IP
(vid  Copies of monegraphs of drugs which are nat inchuded in 1P

AMTIONAL BREGUIREMENT IN CASE OF LOAN LICENCE

(i}

Consent letler from Principal maneficturing unit

iy Copy of valid drug lleenee of mamufbeiaring unit
(i} Production capecity of drug for which applied for loan eenoe
(iva  Copy of GMP if any

-

Adlditional Requirements In case of Remewal

[p Drisg Licence with list of products approved in the last licensing perod.

(i) Consolidated List of the Produciz.

(HijPradisction particulars for the kst Licensing Period,

(iv) Declaratbon regarding the changes in the premises, constifution, (DHrectorsd Parnersi,
Technical Staff of the finmyd Company.

[} Original labels.




CHECH LIST FOR LAY OUT PLAN FOR MANUFACTURING ALLOPATHIC

| F. Hypoderrmic Tablets

DRUGS
Minimum |
= | Mamufacturing Section | Aren Proviagg | Moauired Other Requircment
Ha, Brea
iSch. M}

1 External Preparation 3l sg.mit + A hundling sysbem, Airiock,
[Cintments, Emulsion , Creams, 05 mi | Ak Conditianing & Air
Litions, Paste, Dusting Povader Ancillary Supphy through 20 Micrn

Arey filer & Exnaust system,
Toparate installation of Fly Calches [/
area for alr curtain
formulaton
Meart for
wxternal use

| Bimtarnal

| [

! | Linuld Orals {Syups, Elisirs, sn.mt | Air handling system, firack,

Suspensions, Emaulsion gtc.) + In prilnary packaging 3rea S-
101 5. mt micran air sopply & e
Ancillary -below 30 degree Celsius
Area | inszallatian of Fly Catcher f
| &ir Curtain
E] | Oral Paweder 30 i, il Aif handling system, Exhaust
| sysdern, and Separala
| Section. For Bending.
4 Tablets. A Granulation &l 5. mt Air hardling system,
B. Compression 20 5, Dehumidifier & &ir
C. Packing AN, Ages Cand itioning as requined
0, Coating A0 5. vk arwd Suitable Exhaust sysiem
o 10 5q. mt Cubicle fareach tahlet
an, | machine ]
- E. Beta '-_éc;ium - - T Separate Suitabile Measures 1o avoad
| manufacturi | cross contamination, A
| mg & packing | handing Syshem
| Section Area
| as required
| [ for gereral
| fa et

rnarmifactur

g B Packirg |

Section Area
a5 requined

Aspptic condition with A/C
|




5 Capsule Section | 25 sg.mt + Ajr handling system, Airlock
A General {Non-Penicifin | 106y, it Exnaust Dahumididier & &fC
—— - jandllary. |
B, Beta Lactum Group | 25 sg.mt + Air handBng syatem,
10 s, mt Prosi=ians to avaid Cross
N » ancllary. canfamination -
C, 5oft Gelatn Capsule 3 s mt tir handling system, 8¢,
Dehumidifier
] Surgical Dressings 31 sq. me | Air handlirg
& Surgical Bandages [Excleding 30 8, mE | FSyEem
Cotton woal]
"B Medicated Dressings _ | Separate ) - -
| Prevision
G. Efferrasoant Tablets Acdnguate AT and Dethumidifler
Space
7 Opthalmic Preparation (Eys 25, 5, mt Sterile, Alr conditioned
I ointments, Eye Lotions gt} + Defumidified & far Lock
10=q. mt. Separyte area for
anc. preparation meant for
axtarnal & internal uss.
"] Pesseries & Suppositories | 305, m3 other roguirement &5 per
|if manufactured by Granulatian | Takdet section
E compression area required is as |
pear tablet section) |
a Materad Dose inhalers 2054, m Air hardling system With
Tarllowwirg 4isfraeclioms
Change room, Containes
pregaration bulk
pregaration & filing
Chuararilieg spray Lesting
10| Basic drugs
A Ganesal 30 sq. mt a .Canstruction abowe this &
nat zlawed sir handling
] gyeledn 5 ricnon air supphy
B | Stesile =g, mi all prowssans required for
manufacture of sterile
| Farmiilation
11 | pisinfectant | 305, ma Alr hock
F0 5, mi
12 Repacking of Drugs 30 3, 11 | Ajr hamdling systam




11| Medicinal gases a0 5q. mit |
14| Cothon Waoal 100 543t
e e e
Hard i | 75 44 ik e handling system
16 | pechans raceptives | ar handling System Aseptic
a. Condams 30 5. ol area
b. copper T FLE N
" | 5 s mi
. Tuhal rings |
[ 17 | Bottle washing Cleaning 15 s, mt Air Bandig system |
18 | parenteral Preparations Alr handling system
{ Following Subsectians are Errsirommental Moritoring &
required for Glass cantainers | oifer Specia Pravisiars as
N | perschMPam| A
& Water management area
b Containers & closures preg | 200 5q, mi ancilary area for
H | small volum e parenteral
¢ Salutian prep 180 .
d Fillling cagping sealing 150 sgmd. ancillary area
| & Starllizatian large: volame parental
Juarantine Mimimume 180 so. mit Far
| g vizual inspection | nacking material store far
| b Packing area | arge yoiame parktaks
19 | Fer parenteral preparation in plastic container Mfgd by FFS/BFS Technology lor metered dese
required
‘Water management Area A5 per Sch M Part 1Al
9 Sodutian preparation BTEE handling urdt, Emvironment
Container maulding, Nilling & "l"'-"":':'}""'t'.& Special
sealing Area Prowdsion
flization Area
glf” Iza'i":l Are 150 sreclllary Area for Large
. d'dr."!'ﬂe rea 50 5. ml wiHuFe parental
Wisual indpection Area Pakaging Separate i
Area area for Kinimum 100 5q. kit for
lprmidation | Facking material stores for
mearit fisr LvP
extermal &
intarnal usa
| Cual antral i -
A -!_'hpmlr.al_'l_c—slfing ) S
R Inatrurent room i | Air conditioned
[ h.1||:|-q|h|n|.-_|g-'- 10 5. m1 Air Lock A handlirg unit
1 — I L
h} FyTagan 'I'|:_t.t_i|-5 ) | 15 s, ma _.l'uir congitiona d




E Sterility testing T =g. mi
F Mnamal house [ 15 5q. mit Air conditicned
21| Workers room Adequate
Space |
22 Raw material Section | Adesquate ¥ Provision for Bumidity
Space Coantral
| ¥ A0 Far thermo labile drggs
1 1 Separale sampling area
1 Separats area for Samplingy
Dispeensing & storing of
| Bedalactum, cytotosic & g
| hormones
FER Quarantine Raw Material 11 5. mk AL for the thermolabile
drugs
4 Findshed Goods Stare By quate A/ for the thermolabile
Spage | drggs
15 | Quarsntine for linished Ti5sq.m [ave
product |
I 26 | Pan:k.ing & Iaheling | Ak handlirg system for primary paching section I
i7 Pecking Materials Adeguate Alr conditioned or air
Sqace tandling system




