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quﬂqﬁwmﬁﬁwr%mﬁnﬁﬁmﬁﬁﬁ%qmﬁ
JCUEH TN ATY(AHATeg PR TS THaT T oFd IeqE AW (Good
Manufacturing Practice) BT BIHT ﬂf?lr_%il Ta AT IeAET FEA T 0A
e of simfarapr ffa quear #ow @ @i sEerrE T 9 /e
ar yEaEl Fafior qur ceer yeanfaer aif Feae A, FEeE T
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R9. WHFAT ST TTEE @ GEHE [T St T Fwe T AR S

& AT TURARAT T WA T T HET g AUl ARl TEGHT

3R UCHAET F deNl Mufid WiaeEve HEw T 9 gar fad e
wef aTEvIE WURl Wegd TR WER 98 4 GMP #1 WEA gL TELeH
g+ | I8 F=gHT Drug Information Journal HT PEAIRIG U TGHT GMP was

based on the realization that the quality of Pharmaceutical products cannot be controlled

by end product testing alone but also depends very much on the manufacture process’

a Seer WA UEeg | WEREE A1 Wiediewd Adid FHA IR
Sfp 3Ry STRETS WA T SAEATEEHET €4 ST IS WuEvE R
W@ﬁwa%ﬁmmwnfaﬁgw@ﬁmww
daT TRERETE AT G AGH HEA AL WA T |

3. wAwaW faa wEwem e (WHO) &1 July 1969 HT WUHT 3R A T
GEHATHT AraefianT qLenm ¥ PTEHTIAT (safety and efficacy) & A b=
FrqdieaE Saad A dtrdee weae Rirddeed Sugt T e
Striee gAle T RO T ga, 6 TS i AT TS

tJ
' Heir RS, Good Manufacturing Practice: An Historical Overview and Actual Status. Drug Information
Journal. 1994; 28(4):95?—9633. .
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Reraee #rPm w8 A e REG R AveTeEr dqerET T
AAIDAH] HegH TNUAGE GMP B FAURON ST AUH! S |
YEEHT &l A Allopathic ATTHH! IeUEHEEHT ol AAamd  Sed
WUBHT Yfefedl] THTHT GOQIATG AITS q97 WP ITRHFECHT eI qHA
AN T RS gy | g wEwed et R 9T Wieqe g Ay
YA qﬁﬁﬁf WHO Good Manufacturing Practices (GMP): Updated

Supplementary Guidelines for the Manufacture of Herbal Medicine? STl TI@hI
9 g | Ih HEGYAEE ggl A9d] ATHR T AqE LT (reference) forg o
ATFAT YT GeTge WEiRe q9 T ARl T g 7 g |

WA AT H-ATTd Al bl Drug Control Cell I Sl Guidelines for

Inspection of GMP Compliance by Homeopathic Drug Industry HT Good Manufacturing

Practice (GMP) is a production and testing practice that helps to ensure a quality product. GMP
guidelines are not prescriptive instructions on how to manufacture products. These are a series
of general principles that must be observed during manufacturing. When a company is setting
up its quality program and manufacturing process, there may be many ways it can fulfill GMP
requirements. It is the company's responsibility to determine the most effective and efficient

quality process i1 JICHTHT TEIUHT UTg~g” |

Bl Jweeer ATHHT  GMP  @N T TS GEACHET AT-ATHAT BT
SHAEATEHT ATTRAT GETge WRITEH (Guidelines) FaRwr 8 @my TRew 6w
g caEqr wugvSeEd Hal wuwd Rgraers afed e wded u
tfarg | & Rgrdes araia Icae YHFARE T Tl gfona T FaEad
TgT | feawar ¥ Rfirear AW T weeawt ubpAEEer WA WA R,
i wraee Fafad grga T WPFamT 3@ W F uNEdAes Aedrs T
R ey, ATIUHT TURACET Y9E U YREdeedrs  ATavaddl HTER
yEiv e, FEdT AnteuiHET FEvE T uBRuRE e qiEe Wem daiaeEt

W

* WHA22 41 (World Health Assembly, 22. (1969), Safety and Efficacy of Drugs, World Health
Organization. https://iris.who.int/handle/10665/91266)

* Reprogduced in its entirety from WHO Expert Committee on Speécifications for Pharmaceutical
Preparations. Fortieth report. Geneva, World Health Organization, 2006 (WHO Technical Report Series,
No. 937), Annex 3. _

“Guidelines for Inspection of GMP Compliance by Homeopathic Drug Industry, Government of India,
Ministry of Ayush (Drug Control Cell), page no-6 -
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yPear T FEvmeE qur AiiEr W T UEA der T gar R faed
g, Seuied aeqeears aqedd T4 faer afaa of THER Iee@ T4

T3 AHT T TR A Afierd wIRAH TS, Rt ar amufdae HH
o wHEHd Aty fhal THET o [iET el Juersd iy, aeTaET
Tl TG AT TGg, T A7 Aaeed Uk e T Wil AERe
ARIRA Aed I SUHEE fod g | 4

QORI AT q9T TR GEdEEH WHO GMP T WANT T4t 9 adie gTe
SR UEdEEwed anaid, TAML, A qdar wieas e, FE T
T=AT (Ministry of AYUSH) TG WU&T UE+g | J§ ¥F-UHI Drugs and
Cosmetics Act, 1940 < qr A=aid Drugs and Cosmetics Rules, 1945 o % mﬂﬁﬁE
T GO Afiesard 9N A U9 Fowe adeem gwan stedieed
FHE WHG @ g 0 G AT o srawHr e qar WA Fe

5 Guidelines for Inspection of GMP Compliance by Homedpathic Drug I%istry Government of India,
Ministry of Ayush (Drug Control Cell), page 7
Chapter -|
(3) Basic Principles of GMP

— Manufacturing processes are clearly defined and controlled. All critical processes are validated
to ensure consistency and compliance with specifications

— Manufacturing processes are controlled” and any changes to the process are evaluated.
Changes that have an impact on the quality of the drug are validated as necessary.

__ Instructions and procedures are written in clear and unambiguous language.

— Operators are trained to carry out and document procedures.

__  Records are made manually or by instruments during manufacture that demonstrate that all the
steps required by the defined procedures and instructions were in fact taken and that the
quantity and quality of the drug was as expected. Deviations are investigated and documented.

__ Records of manufacture (including distribution) that enable the complete history of a batch to be
traced are retained in a comprehensible and accessible form. :

— Asystem is available for recalling any batch of drug from sale or supply.

— Complaints about marketed drugs are examined, the causes of quality defects are investigated,
and appropriate measures are taken with respect to the defective drugs and to prevent

- recurrence. (4) Legal provisions for GM
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AT Avaiid WHT Drug Control Cell © I 3, ¥F 3000 M Guidelines
for the Inspectiqu of GMP Compliance by Homeopathic Drug Industry H T T R
B WUH UG | EA A N AR & T FEeheed i st
(Mandatory) ¥ YT H¥OAgeal @i 3 (35) ad®r au vy Rzusr e
A W{HR TRET qY1 9RER A7Ared d=aiid @l Central Drugs Standard
Control Organization T Ufe§eall g RoR3 IR 190 @1 q2qTg 8al [ TsaaHT
faf=r Fraiaer fafre #Tl{lﬁﬁ$ ATfEEel A€ GMP Certification T YAl
WH! Certificate of Pharmaceutical Products (COPP) 4TH MBI %'F@ﬁ!

JaTerAT e gdl e, 03 B Frw 99 W 7w AawEch aareE
F RAwIRaTE, gevET YA, FHTA T ATHATA [IvasT =afbed el
RGIRGTH, Ie9/T JFAT7, FANIGT & SFATA FHAGH F9 FH TR
dfdr, 083 ARl 93 HEFAAT HUH] TS5 | THHT AAEl AU THRERT
ST U '('Iﬁi?ff Argdt AT (National Drug Policy, 1995) &1 ¥, (=) ¥ q¥Hq

The quality and standard of locally manufactured drugs will meet the standards
prescribed in national code of drug manufacturing conduct similar to WHO specification
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e g ey §Wed (WHO) o GMP is that part of quality management which
ensures that products are consistently produced and controlled according to the quality
standards appropriate to their intended use and as required by the marketing
authorization, clinical trial authorization or product specification. GMP is concerned
with both production and QC. GMP is aimed primarily at managing and minimizing the
risks inherent in pharmaceutical manufacture to ensure the quality, safety and efficacy
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WHO good manufacturing practices for pharmaceutical products: Main principles, Annex 2, WHO Technical
Report Series 986, 2014, page 80
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TRUHT WrEwgg | e wareey WieTe SRR q9T ARaENa AT g
qiggedll GMP Guidelines ¥ 3008 W SR AT J7F| IH Guidelines on
GMP for Herbal Medicine @1 Preface @VS®! AT “There is no doubt that GMP is
a key step in ensuririg the safety and efficacy of herbal medicines. However, meeting
GMP requirements requires investment from manufacturers and this may be especially
difficult for small manufacturers in developing countries. Investing in GMP may
increase production costs, leading to an increase in the price of the final product. This
will impact on the affordability of the medicines. Therefore, relevant national health
authorities need to take this impact into consideration and take the appropriate measures
to encourage and ensure that manufacturers are willing and able to improve their GMP.
According to the experiences of some countries, giving a transition period to
manufacturers for them to improve the GMP is one good example. Therefore, these

guidelines are only a refcrence and the relevant national health authorities should, based
on these guidelines, further develop their own GMP requirements according to their
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