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— &
- < 600D REGULATORY PRACTICES (68P) > [i=C

—
) Good Regulatory Practices (GRP) el fFame yarg (GRP) 3
(A ) are internationally recognized * /@\ AR TR TR AT I
8\/8 processes, systems, tools, and Q] m‘i’ woTTferdl, YT 3R
methods used to improve the . . ~— ﬁﬁﬂﬁ g, forer Suam fafaasi
quality of regulations. -’ el TUTET BT URA & forg fosan
- ST gl
GRP ensures that regulations are -_ ,
developed through a systematic GRP g gfAfd &ear g fob fafaami

process, which includes public

Pl Uh ufehar & ATeIH
@ " 3 Role e o, R o

consultation, stakeholder

engagement, and impact Wi, fFaeRe gguifiar ek

analysis of government BRI UATdl &1 uHTa faeeyor

proposals before implementation. A &, Frat<aas d ugd|

This helps to ensure that l gfffa &= A #Acg fAed 8
@ ) regulations are fit for purpose / % ﬁ:‘rﬁ?m 33221 & forg Iuges & ok

and effectively achieve their amﬁ roféra 3gal &l wNTet & |

intended objectives. T B
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N@& ~
Scope of Good Regulatory \
Practlces )

Regulation of medical
products for human use.

Intended for
multiple audiences. \

Senior policy-makers
responsible for the formulation
of health policies, laws, and

regulations.

Regulatory authorities. >
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— @ 2@«
Scope of \ 3Bl fFame gar3n
\ Good Regulatory * |

Practices
Qe

Parties affected by or
interested in regulatory
frameworks.

Equally applicable to

the establishment of new
regulatory systems as
well as improvement of

\—__ existing ones.

5E| Does not explicitly
cover the

=® development of laws.

 —
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s

.

th Principles of Good Regulatory Practices (GRPs) / aifea

— 318 fafvames sna & [Agia - -

r S. No.

Principle (fgia)

Explanation (TEAm)

1

Q Legality
= (enfaepdr)

Regulatory systems and decisions must have a sound legal

basis. (faf<rame yomelt 3k fAofal &1
3 I ATER a1 AT 1)

Coqsistency
(1)

Regulation should be applied uniformly and in line with
existing laws and policies. (faffaa=
His[aT ST 3R Hifaal &
THM 9 J AR] &1
1)

£ "\ Independence
©) (wareiareT)

Regulatory authorities must function independently without
external pressure. (fafFames

wrferaon &t famr foedt

gTe}t 19 & Wad U

U &1 BT T1fEvl)
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S. No.

Principle (Rrgid)

Explanation (&men)

A1\ Proportionality
nlﬁu (srgafaiasan)

Regulatory actions should be proportional to the risk and
enforcement capacity. (fafFamas

HTaTE SfEm 3 ARy ey

&Y &TaT & AR gl

H1feql)

Regulatory system should be adaptable to changing

5 FleXibility situations and emergencies. (faf7amI®
YOIl bl agetet aiRfefaa
(Mtﬂ('ﬂq'{) AR 3mard fRfdai & AR il
BT T1fEy 1)
. Requirements should be clear and easily understood by
Clarity stakeholders. (7T e 3R fgaeur®l &
(Tqeedn) foTo 3T @ gHEM I

g1 91fgql)
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S. No.

Principle (fGgid)

Explanation (<arem)

@ Efficiency
/) (cgmm)

Regulatory goals should be achieved in reasonable time,

cost, and effort. (faf<ame
weg 3fta gua, @rd 3k v
TR g9 IR I)

Regulatory decisions and requirements should be open and

Transparency publicly available. (fafFames
Aol 3R smasadan ardsfae
(Wh[) ®Y ¥ 3qde gl
feqi)
Im artialit All regulated parties should be treated fairly and without
fgrm y bias. (Wt fafTafdia ver & wry fAeagr
(Freagre) 3R FH FaER g1 Afeg 1)
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| PHARMACY |
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.

" COMMUNITY PHARMACY (RETAIL SALE) ]

/‘ A pharmaceutical wholesaler
acts as an intermediary
between the pharmaceutical
industry and customers by
purchasing and distributing
medicines to retailers and

other institutions.

5—

Good regulatory practices

in community pharmacy

.+ and wholesale business
@ include documentation,

licensing, renewal,

and e-governance.

ol

\

7

a

PHARMACY 'ﬁ&,}[
( «—> =
// .u. =
|50 e Loy
= g v~ &
DOCUMENTATION - LICENSNG . RENEWAL : E-GOVERNANC
o

+

WHOLESALE

]

il
=0 el

+ & WHOLESALE BUSINESS - ,

/

O ==

HELEE

L)

' JET 3R UrEeh!
& &g Uh 7 &b ®Y H
B Bl &, SN GG qarsdl i
@Ie 3R fadvuT v 3¢

Reerd ok 31 WMl ab
EECIGIE]

=
©

@

AR HIHET 3R gerdel
foog ¥ 3rsdt e
3Tl § SEdTaSiehuT,

xee o

AR & e i |

\
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. DOCUMENTATION , [
. +

fee records.

cancellation
records.

constitution or
. premises.

- GATASIBROT ofojo
© )
( . . i
’ v All medical stores and pharmacies | Ot Afepa R 3R Bl
Fae (retailers and wholesalers) must /TTTIN\ (e faskar ofR efies faskan)
=& maintain records as per the ' o Bl T U Pifedd Uae, 1940
Z11''|| Drugs and Cosmetics Act, 1940 : I_LL] 3R I 3idiia Al & AR
L and Rules thereunder. | Repis Y@= S1fFard g1 J
” ( Records to be maintained: | ¥&4 Irg R®1s: ) "
@ =5 Correspondence with @ =0 eSRiT mfter
~ Licensing Authority = 1Y TAER
e License retention | ® Changein e Suspension or ; o AISUY TdIHIBIUT | o Hfdems AT o fAcia a1 IStHTur

Ioh & RpIs| URER # aRadA| ‘ & RPiS|
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—~ N
Licenses
LICENSE | ' ¢y
:@ | LICENSE
it | =
=R
* Copies of " AU SFIGH
documents ' fou o U O
submitted for 1 e By
license grant. T
* Copies of retail E ’ ﬁéﬁi’:ﬁ'\’@mﬁ
and wholesale | & EI.IS e
drug licenses. 1 il
X | s

Inspection
Records

o Copiesofall e RN orIRe!
inspection g1 fog 7m0 et
reports by the fdteror Rurég &t

licensing authority. 1 gfera|

- Registered Pharmacist
(RP) Records

» Qualification
certificates

® Registration
certificate

e Documents related
to change of
pharmacist
(application to FDA).

s

O geferd gxmast
(FDA &1 31de) |
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ar |/0
of Drugs _"‘K 7
o— 2qI3 & pY AT | = o
Purchase invoices
g dlcdld
? Payment records
—®/ | Y afeE

Transportation records

uRagd e

Sale Records -
of Drugs o ’9‘\

o 1311 & fasha P -

Sales invoices with
complete details.

ot fqqvor Afga fasha aram |

INVOICE

Schedule drugs sold under
personal supervision of
Registered Pharmacist.

USiigpd BT & AfthiTa
Q& H gt qaraii i foshi |

7
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" PRESCRIPTION REGISTER
®7129 4+ +ffl'|'1\iﬁl'~‘2|7-l'\ﬁl'\'?\'+ +J®ﬁé§7

& Yy @@=
s | PRESCRIPTION ||
EL REGISTER Q) smydaria

& R, © ,
Q@ YARORLEELE
=4

——————————————————————————————————— ° Ny S ot o i s e e s s s ]
(&) Drugrameandquantty < @ @A
Manufacturer, batch number, {® JJ i @ fmtdr, da g IR gufa fafer
. L »; | ;
and expiry (for Schedule C, H, H1 drugs) / | (QT%&F[ C, H, H1 ga3ii & feiy)

Signature of Registered Pharmacist
- A
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7 h
v—| Schedule H1 Register: Aegct H1 Aoiver: ;
@ H1 +— Separate register for AT H1 ar3ii & feig H1 8 8
L — Schedule H1 drugs. 3T Ao | 1 0o
g = NDPS Register: NDPS ¥foi¥ex: R — b
@ @-I Records of narcotic and yTfergpd fHE2I & SIER, Feitedt o
— psychotropic drug sales as per 3R AT garafi bl fasht ﬁ% G0
Y =\ authority directions. &1 Repis | s
i Expired Drug Records: TrUTTs 37 Repiga:
@ QED Correspondence for TRIUTIE <a13ii bt arat a1
s retu.rn or disposal of figer & forr wmER|
& expired drugs.
¥ ’%“] NSQ Drug Records: NSQ g7 f¥epigH:
@ — Records of Not of Standard BRI fdeeivsd gRT lftd
— /i\ Quality drugs declared by e 3T TS darfeic! qaraii
9 : Government Analyst. &l Rpis |
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\

+

" Forms for Wholesales and Retail of Drugs/ drferest
- qA13M & Al 3R a1 fesht & felg wid 4

Purpose (3597)

@9 Drugs (garsdr)

E:'j Application made
=7/ inform (3mae yuF)

License granted

@ in form (e899 993)

Whole Sale
(2B
fersht)

Homoeopathic drugs

(Bmandfie garsan)

Ok

19B

20C, 20D

Drugs other than those specified in
Schedule C, C1 and X (3t
C, C1 3R X &I BIsaR 31 garsai)

20B

Drugs other than those specified in
Schedule C, C1 and X from a motor
vehicle (Fex arg @ 39E C, C1 3R
X &I BIgaR 3T garsa)

20BB

Drugs specified in Schedule X
(3 X ¥ fAfdee garsar)

20G

Drugs specified in Schedule C and C1
but not included in Schedule X (35!
C 3iR C1 &t gargar, wfds et

X & onfie =)

(0 |x0

19

21B

Drugs specified in Schedule C and C1
but not included in Schedule X from a

motor vehicle (A1e3 aTe & 39! C 3R
C1 &Y gargal, aift e X & anfier 1)

@

21BB
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" FORMS FOR RETAIL SALE OF DRUGS / aifaiat |

(3R X ® fAfSE garsan)

+  qar3fi & G fashl & ferg v +
X ’
N { @c} Purpose & Drugs — B Application made —— | License granted
(nimnf ¢ o — 5 inform ‘ - l in form
@3ea) @) | =7 R g —
Homoeopathic drugs
Retail | 2 | @it qarea % 3 19B 20C
Sale Drugs other than those specified —
in Schedule C, C1and X oo
(w b. (31T C, C1 3R X &l BIgaw 19 20
ﬁiﬁ) 3= gargd)
Drugs specified in Schedule C Y
c and C1 but not included in ;
® | Schedule X C — 21
(3R C 3R C1 3t garsar, afd
3 X H onfie w18Y)
Drugs specified in Schedule X T
d. ~- 20F



https://play.google.com/store/apps/details?id=co.april2019.pindia

LICENSE
¥ l +

\_

' RENEWAL OF LICENSE

ATSdY BT AdI-1h0T

P

The license can be renewedby ¢ o AT34Y Bl PCl Pl dadTse W
submitting an online application 3HHATST 3TdeT ST BB

on the PCI website. i TR fima o TepaT 1
The PCl portal opens the link 7 @ PCI e @ Fell+1ehv0T gJeeh
for Payment Gateway to submit | SHT P & feiv Uwie Tied &
the applicable renewal fee. : fois Wierdr 2

If the license is not renewed, it ® ¢ If ATSHY Bl AdIIBIT T8l

becomes delinquent. Once a - foar e &, & g e € S

pharmacy license expires 81 U IR B! sy R w9
permanently, a new license must T U g 9T, df BrEdt Senferd
be obtained before operating B W UGl 74T ATSHT YT BT

a pharmacy. i 3TATE gl



https://play.google.com/store/apps/details?id=co.april2019.pindia

S-Id9

.

. E-GOVERNANCE +

J

*

£

—

=)

4

Licensing authority of state has
presented the guideline manual for
the easy understanding of processing
of various application through

online system.

® IS Bl ATSHII UTfEIBROT = MTeATS
JuTTe! < ATe™ | fafvi=T 3mdesl Bt
gfchaT &f MM T 9 & feiw
AiGfeidT gt Tgd & g |

This effect is to bring transparency
and uniformity in processing of

various application. AT 2

® YB3 fafi= 3mdedl ot
ufspar # URef9IdT 3R Uhsudr

The manual is available in regional

language and English. 3T Q1 H Ui B

® g HNICiTahT &= UTeT 3R

It is made completely paperless. e T O3t oRE § UTeT 1T T B

&)
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@ ® The web portal ‘o a9 Uide [http://xInindia.gov.in]

; [http://xInindia.gov.in] is verH fdar T g1 é%
@ Jt fdaror XLN-Xtended Licensing,

provided. All details are given
i under XLN-Xtended Licensing, Laboratory 3R Legal Node & http://xlnindia.gov.inJ
3idiid fgg g €1

= \ Laboratory and Legal Node.

@ — L ® All required document are T ® Wt AT T T fohy C/\)
— . SIdEl {}

to be scanned.

( 7} After getting user id and

oo password, these & 91G, I GXITdSl 319a s by
documents are uploaded. |  Hy & & -
@ ,:& ® Application submission of document, ! ® SIS BT A STHT BT, 3
> _ﬂ verification, payment of fee through Y, GRAS f8%H & Aregq 9 /7 \
Vv GRAS system, grant and renewal of b HITdIH, !gﬂ?‘l ?-ﬁTB A=, @ ‘

Rl @ import licenses etc are processed
through online only.

v — H retail, wholesale, manufacturing, i AT ATSaY 31fe
Vv — 3R AR 'c‘b—cm 3n=|?n's;=r
. P HTeH @ fhar STar gl .
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00

a| | eifes B

TL. + HOSPITAL PHARMACY |+_2

) &

Hospital pharmacy is a
healthcare service department
responsible for receiving,
storing, and dispensing
medicines and medical
devices to inpatients and
outpatients under supervision
of a Registered Pharmacist.

It also provides drug
information and counseling
to doctors, nurses, and
patients.

Wy Jar fqmT & St
Ifores wHifie &t R
¥ 3091 3R 3n3cudic B
garsdi 3R fafdear IuamoT
T &, HSRUT B3 3R

3R gt ot Y vt 2

faraRd & & folu JTRERR &

S
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i h
=] + DOCUMENTATION |,
:; o IN HOSPITAL PHARMACY
: 3Tl BIHAT § SHATdSIIpoT
? 3 y
STATUTORY DOCUMENTS\ OPERATIONAL DOCUMENTS @ OTHER ESSENTIAL DOCUMENTS
deffi s gxarast UfEme qTds 31 TATD SIATdSl
) ’ ;‘51 e SOPs, protocols, policies.
cr‘ - = %4 SOPs, Wicidid, =ifaar|
v —’:n ‘= | *® Quality manual
v = S TR
W — / - e Cleaning and maintenance records.
W — ] @ 59 g 3R v Reprs |
- ) O R\7F | ™= o comoin e el
— l e Complaint and audit records.
® Licenses, registrations, ® Purchase and sales e ?__3?? ____________ S
permissions. invoices. (—\— @ Patient health profiles and
TSI, GofteoT 3T§Hﬁ?ﬁl @i 3R fht | e | medication records. )
1 JL L AL ATt TR ierge SR <ar Reprs | )
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(™S - IMPORTANT RECORDS IN \
—Qﬁ HOSPITAL PHARMACY |+
=4 | giftucd B & Agaygef ﬁzsre.‘ |+

Prescrlptlon Records:
Patient details, drug strength,
dose, frequency, duration, quantity.

Laboratory Investigation Reports

Referral Notes:
Carbon copies with date, time,
and treatment details.

Discharge Cards: PI5:
Diagnosis, investigations, treatment, -® oM, i, IuAR 3R fewnst
and discharge advice. | HcITg|
» She o
Medical Certificates: Afgher Gicihdhed:
Copies maintained as ~-® Uo7 &% ¥ § ufaai @

L & @ STt 2|

legal evidence.
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T

LICENSE

— 8

9

[

In case of offline application,

A the prescribed fee must be

deposited in the Government
Treasury or the Government

. Branch of the State Bank of
India of the district in which
the license is sought.

\

The original treasury challan
confirming payment must be

attached and submitted

along with the application.

\
LICENSES | (5= -
*
GIERR ) 9,
/\ e e B R A ]
STthellgd :
( /@N | e e iRy O\
IR TR BISTR I 4R
GOVERNMENT TREASURY
STATEBA:& 0? INDIA @E a—d; a?r s L 1
== L | W ST T e g,
A A | STEl gy T fosar S 8
| measuRy) L A
~| CHALLAN f-- WA bl e e dTe] T
@ — [ | W RNIR A 3T | —
= T?“\SBU b 1Y FcT Pb STHT =
A AT AT B A
i P,

P
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H
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=
wn
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©

A

+ ( TYPE OF SALES LICENSE AND FEES | + B
. FORGRANTOFLICENSE  +| |—p=

| Acq gy 1 ey AR esda A A | Gz E

+

.

TYPE OF SALES LICENSE (fersht cirs&¥ a1 W)

®) FEES FOR GRANT OF LICENSE (e g5)

For Wholesale license

Rs. 1500 + 1500 = Rs. 3000.00

(31T-X Bt garsdl - G fasht)

[l (2hvp oY il 2)

B e Rs. 1500 + 1500 = Rs. 3000.00
0) Al ey Rs. 500 + 500 = Rs. 1000.00
5= For Drugs specified in Schedule-X (Wholesale)
2| (X P arEd - v i) Rs. 500
§§ é For Drugs specified in Schedule-X (Retail) Rs. 500
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RENEWAL / =idi<iepyor

1. ONLINE APPLICATION/
3n=|?rr|3=r 3Tded

The licence can be renewed through
the online application available on
the PCl website.

2. PAYMENT GATEWAY /
WA fed

PCI| dedTSe W 39 AT
3MdeA & AreIH U dAaY &
Tdi-ieRur fBaT ST Hep B

The PCI portal will open the Payment
Gateway link to submit the applicable
renewal fee.

TR] AIBROT I[ceh STHT B & folg
PCI Giéet Payment Gateway feids
3UcTed] DRIUT|

pe=l)

3. FAILURE TO RENEW /
T BR0T 7 2 W

If the licence is not renewed, it becomes
delinquent. Once the pharmacy licence
expires permanently, a new licence
must be obtained before operating
a pharmacy.

ATSYY BT TdIHIBI0T 9 B W T8
delinquent 8 STTaT g1 R ASHT
Rt Y ¥ AT 8 & 916, BEdt
A F U AT AT U BT
AW ¢
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‘TYPE OF SALES LICENSE AND FEES —
FOR GRANT OF LICENSE @oo

+ TIfeTT AT FATGHA BT €T5Y 3R ASHH < BB + iD%

=
s

TYPE OF SALES LICENSE

|

LATE FEES FOR RENEWAL

@ (fersht TS HH BT UHR) (Adi-IepRoT & eI feerra o)
(] R Rs. 500 + 500 = Rs. 1000.00
7 = il Rs. 500 + 500 = Rs. 1000.00

0 g e Rs. 250 + 250 = Rs. 500.00

X B e e Ry Rs. 250
88 [% For Drugs specified in Schedule-X (Retail) Rs. 250

(3IgR-X B caTEd - g faeh)
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CLLX

%

ﬂl}D

i
+

8

DOCUMENTS REQUIRED |,
FOR RENEWAL .

~N

#

. aﬁaﬂwasﬁrq.mewmﬁa

( )
@ Copy of the previous @ Affidavit of the registered pharmacist
il renewal certificate. P&j along with the current rent agreement.
=@, e FeftieRoT ST O 82 ” Goflepel BTHITERE T e
&t ufd| — aeH foberan wweild & iy |
e 7 7
f Y7 Affidavit of the responsible person for .
@ Address proof of the day-to-day operations and for compliance
8 - authorized proprietor/applicant. ™ with the Drugs and Cosmetics
= 2 S— Act and Rules.
= Q) | st rtionic = (0) | v o
T Ul YHTOT| sferfAam ge i & U 8
L Fae Jerl Afah BT AUYYH | ;
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" Y

E GOVERNANCE @

| S-Td-d ) ==

R ' E
EMR (Electronic Medical Record) {fﬂ\b @ e A s
Q system can be used to bring : : k- ’_& EMR (3etereia " )
all the patient-related datato  [° ™"+ ° : / _— e <1 3uaRT |t J-Twifera
a single platform. Along with 3 3 — | ST DI TH & ©ehiq WM &
patient’s medical history, EMR R B — | foru o gwar 81 I & Aftwa
pre'scri.ptions can bg ;‘_@ | efera ¥ Try-ary, HfEReH B
maintained electronically. S— E] @ - . - 3
& - ol eldg . Hepdl
Licensing authority of state & 3
has prelsfented the g:juidelin; P =N @ 5T & ArARGT wrfeieor A
manual for easy understanding | .- ; e A e B o e T
of processing of various ° : ‘ a— N % 5 " e 3
applications through ::@ e 3 2 T
) online system. ==~ o forg feenfadsr gfienr wegd & 2

Y N . y
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’

8

—@®—

Pharmaceutical
manufacturing refers to
industrial-scale
production of

bulk drugs,
formulations, and
herbal preparations.

, — P

- PHARMACEUTICAL
MANUFACTURING
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" DOCUMENTATION (SCHEDULE U & U-l) | /=
mﬁvpﬁm (3G U 3R U-I) ——+ H

1 _@1

e ﬂ

g—

st

S

1] |Fgl Manufacturing license
(2 L]l Product master record rF(ﬂk
! 3] |7 Batch manufacturing record EJ/ ——
N ey
\ 4 @ Raw material and component records< [ —
5 S22 Personnel records ) F(/’(Z/l
s i R = -
| 6 2;& Testing facility records ) =[| |[=I [IZ
1 7 Equipment and cleaning log books Oflo 8/
| 8 Distribution records ) —
\ 9 CQ\/: Product recall and complaint records

10 @ Validation records (DQ, IQ, 0Q, PQ) |

’_t
(1) [l Feforrda
Tz L sere wreer Repie :
B
(5] 9% ekt e
(6] [ wfuon g o j
i7 3YSRUT 3R HBIE AT b |
(8) L farweor et
(9] ¥ e Repter e v Raté
[10] () #sieor Raé (DG, 10, 0Q, PQ)
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(3MRYAfEP Td JeAreit qarsal BT vl fofaion)

- e
™
= MANUFACTURING LICENSES
s ¢ feraior g +
M p—
E2c) —* o>
- (_ Table Forms for Manufacturing of Drugs/ atfeid qarsif o fafemiior o feg wisf ) !
i é) Druas (Wé‘éﬁ) E Application made in form [ — ] License granted in form b
v ’ =4 (e ) & (cTrsdE wu)
N7 H thicd
@t crda) 24C 25C
i Cosmeti
e (e e 31 32
Loan manufacture of cosmetics
AR S Sk 31A 32A
N7 Ayurvedic and Unani drugs
(31mgdfeen Td AT GarsaT) 24D 25D
% \g tggnur:"ﬁ::iucfiz:ﬁtgt;ring of Ayurvedic 2 4 E 2 5 E
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