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» 37 IUE § Y Reeb B TG @ WHO SaRT i) 70 afensor # "gufy eRell @ 30 Erafelis Temmeid iR vl Tassra
Bt JIHBRY ATRT” @t SuAif ot goel @t 73 off | Wiei a1 qarett § 37 ARRE @t srgEaf T8t 2, waiet N aE, Sael,
T, IRERE, TR TRR F1 A iR TGRIGISTB aRTHeadl &1 HRY &7 Jahd & |
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Decoding the regulatory norms

Who can export drugs from India?
Arry manufacturer with a certification from the Central Deugs
Standard Conitrol Oeganisation 005001 - the apex regulabony
bty fiar cosmetics, phaimaceuticals snd medical deviges.
Do drugs manufactured in India for export
need to be tested domestically?

AL the time of Ksuing Boeme, diugs inspectors assigned by the
Inchan regulabor may Bt iampled in asy pharos of mamdaduing
Poe quality chedhs. it is, howesre, nol mandabory, and ranely done
What safety norms need to be adhered to?
First point of Resting is at 3 manufacturer’s lewel, Lo ensure that
Ehe drug adberes Lo The safety norms peeicrited by the Indian
Pharmaceporia, and the regulatory requirement of the country
" of expoet. However, genevally speaking, destination countries | B
* expet ruithons of origin fo sty bollow the poms peeicibed & 1.
by the pharmamposia under which the sale is govensed |
What are the intn'l drug safety norms?
Drug regulitory noems are wsually comntny-specific and are
eadfowced at the bevel of indevidual countries. The LS, Japanese,
Brithh, European and (hinese pharmacogselas act a5 refevence

Maiden Pharma

poiats lor unifeem prepasations for the met FOV
corremonly wed drags — with tests fo ermse e tum E“IH
quality, potency snd perity. The WHO's preqealfics- KERALA: Maiden

tion programme 4 another critenion whersin the UK Pharmaceuticals’ drugs =
body certifies 1abe of drugeivaccines vades the - Mbgfoenin, Easiprin, and Maical-D
¥ programmes. L =wenelitted from the markets

m’ " “ I“ ; z:tmmluanu
responsible for BIHAR: The state health

: department Blakdted the
Some countries do AT firm foe 5 years In 700 after
internal testing at the six batches of two of i1s drugs

point of entry, but it 1 were found “not of standard
s nart mandatary and e

varis by the

IRY WRT & HF1 TE 99 S &2

» WRT F U FAfeie qReGeI & HRUT 2020 H ARY Pl TRUEEY 9 | FHIIT HR 11 (Ffefa H FaT & HU1 QR TR | afeldas # geord
& E)
o JRY H JHR a1 AFFRT (API) afeies H ot oRE ARRR &l &, Stadhf Hieie # AP &oTt ! afelraes § FHM 39 3 Afiat
FR AT SAA R |
= TR GRY # AR FA= ga1 AR (API) SR IR SiR o1F, Uit # gereiiel el &1 & 3 qRIvel Tegehlct SNy R
aferrde &t AaIEH Bl § |
o QRIUGA TeTTShIct ol BREH! # S &, Yoh URBIR AIeEITp STA1T & dfd 8, PRI @I ST D AR E | AR 99 B
AR B HIARIT SNTH RITA eATgDhicl BT SIART Heil & TRF SHARAT TAgdia AR gufef wEeia

ﬂgﬂ:ﬁﬁ@gﬁﬁaﬁé Sl TERIGATSTIh e IR UG ST=F STEfraisii &) SH I & A2 39 RBR 1} <8 RHEfd
G |

YR H 399 geefer refifRe:

» Sivef e REIEE AR AUfFRE:
o iUl iR qRATEA AFERT TufRm, 1940 iR 1945 7 gamsit &R Hiexg et & afflRma & af) SR iR I
ARment Bt afifeE SfmeRRAT aid & |
o g AYRASlP, ARY, TAT Fa13li & ARA & AR ATHT T A B AR AR SRR ReA =R g |
o RIS & AR FRAHT 3R RHIIRNA & TRAIT, Lt aRATT [Renaft (GMP) & STdTe Fahl af-RHATeT ghrsal 3R
Ta1elt & SN & A ARYRRY aeRasdIat &1 ure BT SFRRT 2 |
o ARATTISH DT AFRHATT FhTeAT 3R TaT UG FFAIGHA! & T H G MRS BT TTel BT AEH, SR IRl T
TRHIGEHRIT T qRATT oI et afIRATer qRemsit (GMP) &1 ureiH Imfer & |
» DR iyl AT FRIGRY WTes(CDSCO)
o g I # qarafl, Alexy REEF, AR iR SISV Bt YRBYT, RUGHRIT TJT IOl GAREN B B A Aht
Td Jurt ot ARYR et & |
o T3 garait 3R (s TNieRyvT AR & AR GRTLFRAROT 1 ARITRRT Hxeft & |
o T ST T IRIRIOT et & IR SURYehed SUIET @ AR B A eIt bt st et &
o CDSCO wRd # gareii & 7RI Bt ARRRT =<t 8, CDSCO I RATHERY arel BIs i ARFTITHRE & aTeR qarsit



http://drishtiias.com/hindi/images/uploads/1665233590_DGCI.png
http://drishtiias.com/hindi/images/uploads/1665233590_DGCI.png
/hindi/daily-news-analysis/status-of-medical-equipment-as-drugs
/hindi/daily-news-analysis/central-drugs-standard-control-organization

BT ARITT B TH 2 |
» YRY 1 Simerf HeFRidR® (Drugs Controller General of India-DGCI):
o DCGI, ¥Rd TR&HR & CDSCO & AT F1 [RG 2, S ¥R § Ihd 3R Yo Sauial, |V avel IR T2 o St
FRIE IR @t Tamelt & AR & STgAIRH & o SIFHER 8 |
o DCGI 9Ra # ganeit & ARkamor, afrd, s ik aftror @ afY A +ft AIRuRRY e 2 |
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