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5-4 vkS"kf/k ,oa gcZy m|ksx ds fy, lgk;rk iSdst 
 
5-4-1- [kk| ,oa vkS"kf/k fu;a=.k ç'kklu bdkbZ dk fodsUnzhdj.k fd;k tk,xkA 

bl ç;kstu ds fy;s bUnkSj esa iw.kZ 'kfDr;ksa rFkk vf/kdkjksa ls ;qDr {ks=h; 
dk;kZy; fØ;k'khy fd;k tk,xkkA 

 
5-4-2- vkS"kf/k m|ksxksa dh leL;kvkas ds Rofjr fujkdj.k ds fy, jkT; vkS"kf/k 

lykgdkj lfefr dk xBu fd;k tk,xk] ftlesa jkT; 'kklu] vkS"kf/k 
m|ksx@O;olkf;;ksa rFkk fpfdRlk O;olk; ds çfrfuf/k lnL; gksaxsA  

 
5-4-3- vkS"kf/k m|ksx esa xq.koRrk dks çksRlkgu nsus ds fy, fo'o LokLF; laxBu 

ls xqM esU;wQsDpfjax çsfDVlsl ¼th-,e-ih- ½ çek.k i= çkIr djus esa 
rduhdh lsokvksa esa gq, O;; ij 50 çfr'kr vf/kdre #i;s 1-00 yk[k dh 
çfriwfrZ dh tk,xhA 

 
5-4-4- jkT; esa Mªx daVªksyj tujy vkWQ bafM;k ds {ks=h; dk;kZy; dh LFkkiuk 

gsrq ç;kl fd;s tk,axsA 
 

5-4-5- y?kq m|ksx Js.kh dh vkS"kf/k bdkbZ;ksa dks uohu e'khujh ,oa midj.k LFkkfir 
djus ds QyLo:i fo|qr mPpre ekax dh x.kuk esa vkus okyh dfBukbZ;ksa 
dk fujkdj.k fd;k tk,xkA  

 
 

5-4-6- LVksj ijpsl :Yl ds varxZr [kjhnh gsrq çns'k dh vkS"kf/k mRiknu dh y?kq 
m|ksx bdkbZ;ksa dks çkFkfedrk nh tk,xhA 

 
5-4-7- çns'k vkS"kf/k m|ksx esa rduhdh mUu;u rFkk xq.koRrk lq/kkj gsrq flMch 

dh vk/kqfudhdj.k ;kstuk varxZr _.k lqfo/kk ,oa ØsfMV fyad dsfiVy 
lcflMh Ldhe gsrq fo'ks"k vfHk;ku pyk;k tk,xkA  

 



5-4-8- vkS"kf/k ,oa gcZy mRiknksa ds fuekZrkvksa dks yk;lsaflax ,FkkfjVh ,oa vU; 
foHkkxksa ls Rofjr dk;ksZa gsrq bldh fo'ks"k O;oLFkk dh tk,xhA  

 
5-4-9- vkS"kf/k m|ksxksa dks varjkZ"Vªh; O;kikj esys esa Hkkx ysus gsrq çksRlkfgr fd;k 

tk,xkA  
 

5-4-10- vkS"kf/k mRiknksa dks vU; ns'kksa esa yxus okys iath;u 'kqYd ij Hkkjr 'kklu 
}kjk 50 çfr'kr vuqnku fn;k tkrk gSA çns'k ds m|ksxksa dks bldk ykHk 
fey lds bl gsrq ekxZn'kZu fn;k tk,xkA 

 
5-4-11- gcZy m|ksxksa gsrq Hkksiky] lkxj esa VsfLVax ysc dsUnz 'kklu dh ;kstukUrxZr 

LFkkfir djkbZ tk,axhA jkT; 'kklu }kjk viuk va'k vf/kdre 25-00 yk[k 
#i;s rd çnku fd;k tk,xkA 

 
5-4-12- fu;kZr çksRlkgu gsrq gcZy m|ksxksa ds y?kq m|fe;ksa gsrq vUrjkZ"Vªh; O;kikj 

esyksa ,oa çn'kZfu;ksa esa Hkkx ysus ds fy, vkfFkZd lgk;rk vkxkeh 3 o"kksZa 
rd miyC/k djkbZ tk,axhA blesa çfro"kZ yxHkx 50-00 yk[k #i;s O;; 
dk çko/kku fd;k tk,xkA 

 
5-4-13- fu;kZr çksRlkgu gsrq çns'k ds gcZy mRiknksa dks fu;kZr djus gsrq ml ns'k 

esa yxus okys iath;u 'kqYd dh dsUnz 'kklu }kjk çfriwfrZ ds vfrfjDr 25 
çfr'kr  çfriwfrZ jkT; 'kklu }kjk dh tk,xhA ;g ;kstuk çFke rhu o"kZ 
ds fy;s gksxh] ftlesa vuqekfur O;; çfro"kZ yxHkx 25-00 yk[k #i;s 
gksxkA 

 
5-4-14- gcZy mRiknksa ds foi.ku dks çksRlkgu nsus gsrq laHkkxh; Lrj ij tSls& 

jhok] tcyiqj vkfn ds LFkyksa ij jk"Vªh; Lrj dk esyk vk;ksftr fd;k 
tk,xkA ftlls mRikndksa dks lh/kk ykHk çkIr gks ldsxkA 

 
5-4-15- gcZy ,oa vk;qosZfnd mRiknksa ij vk/kkfjr m|ksxksa ds fodkl ds fy;s tgka 

bu m|ksxksa ds fodkl dh vPNh laHkkouk,a gSA ogka ,dhd`r ,oa mRd`"V 
v/kkslajpuk fodflr djus ds mn~ns'; ls ^^gcZy ikdZ^^ o ^^fMeksUlVªs'ku 
lsaVj^^ fodflr fd, tk,axsA 

 
5-4-16- çns'k esa gcZy o vk;qosZn mRiknksa ij vk/kkfjr m|ksxksa dh laHkkoukvksa dks 

n`f"Vxr j[krs gq, çfro"kZ çns'k ds nks LFkkuksa ij dk;Z'kkykvksa dk vk;kstu 
fd;k tk,xkA 

 



5-4-17- vkS"k/kh; ikS/kksa o tM+h cwfV;ksa ds fu;kZr dks c<+kok nsus ds fy;s e/;çns'k 
y?kq ouksit la?k ,oa e/;çns'k VªsM ,oa QsflfyVs'ku dkjiksjs'ku ds e/;          
^^,e-vks-;-ŵ ^ fd;k tk,xkA 

 
5-4-18- gcZy o vk;qosZn mRikn vk/kkfjr m|ksx lkekU;r% vxz.kh ftyksa esa LFkkfir 

gksus dh laHkkouk gS tSls fd bankSj] Hkksiky vkfn vr% ,sls lHkh vxz.kh 
ftyksa esa LFkkfir gksus okys gcZy o vk;qosZfnd m|ksxksa dks fiNM+k ftyk 
Js.kh ^^v^^ dh rjg C;kt vuqnku fuos'k ij vuqnku] m|ksx fuos'k lao/kZu 
lgk;rk çnku dh tkosxhA 

 
5-4-19- gcZy o vk;qosZn mRikn vk/kkfjr m|ksxksa dk iwath fuos'k ;fn nl djksM+ 

#i;s ls de gS fdUrq ,d djksM+ #i;s ls vf/kd gS] rks Hkh m|ksx lao/kZu 
lgk;rk miyC/k djkbZ tk,xhA 

 
5-4-20- çns'k esa LFkkfir@fodflr gksus okys gcZy ikdZ ,oa gcZy o vk;qosZn vk/kkfjr 

m|ksxksa gsrq jkT; 'kklu }kjk tkjh vf/klwpuk ,Q Øekad 28&38&01 lksyg 
c¼i½] c¼ii½] c¼iii½] c¼iv½] c¼v½ fnukad 19-5-03 ds vraxZr Lis'ky 
bdkWukfed tksu gsrq ?kksf"kr Je dkuwuksa lacaf/kr çko/kkuksa dks ykxw fd;k 
tk,xkA 

 
 
5-4-21- gcZy o vk;qosZn vk/kkfjr m|ksxksa dks QeZ ds uke ifjorZu] ikVZuj tksM+us ] 

dksyscsz'ku djus] iquxZBu djus yhtMhM esa la'kks/ku gksus ij yxus okyh 
LVkEi o iapk;r 'kqYd rFkk _.k ysus gsrq foRrh; laLFkkvksa ls vuqca/k djus 
gsrq yxus okyh LVkEi M~;wVh esa 3 o"kZ ds fy;s NwV nh tk,xhA  

 
  
  

 
 



¼dafMdk Øekad 5-4-3½  
e/;izns'k 'kklu] 

okf.kT;] m|ksx vkSj jkstxkj foHkkx] 
ea=ky;] oYyHk Hkou] Hkksiky 

 
dzekad ,Q 20&39@04@ch@X;kjg                  Hkksiky] fnukad 24-05-2005 
izfr] 
 m|ksx vk;qDr] 
 e/; izns'k] 
 HkksikyA 
 
fo"k;%&m|ksx lao/kZu uhfr 2004 ,oa dk;Z ;kstuk dk fcUn qØekad 5-4-3& xq.koRrk 
 izksRlkgu ;kstuk ¼dsoy gcZy ,oa vkS"kf/k m|ksxksa ds fy,½ 

&&0&& 
 

 m|ksx lao/kZu uhfr 2004 ,oa dk;Z ;kstuk ds fcUnq Øekad 5-4-3 esa fy, x, 
fu.kZ; vuqlkj dsoy vkS"kf/k ,oa gcZy m|ksxksa ds fy, xq.koRrk izksRlkgu ;kstuk 
vko';d dk;Zokgh gsrq layXu izsf"kr gSA 
 
2- d`i;k ;kstuk dk fØ;kUo;u lqfuf'pr~ djus dk d"V djsA 

 

3- foRr foHkkx us ;wvks Øekad 272@vkj&556@c&2] fnukad 02-04-2005 }kjk 
;kstuk ij lgefr iznku dh gSA 

 

layXu%&mijksDrkuqlkjA 

 

e/;izns'k ds jkT;iky ds uke ls 
rFkk vkns'kkuqlkj 

gLrk@& 
¼fo'oifr f=osnh½ 

                                                   izeq[k lfpo] 
e0iz0 'kklu] 

                                         okf.kT; m|ksx vkSj jkstxkj foHkkx 



i`0dzekad ,Q 20&71@04@ch@X;kjg                Hkksiky] fnukad 24-05-2005 
izfrfyfi& 
 
1- izeq[k lfpo] e/;izns'k 'kklu foRr foHkkx dh vksj egkys[kkdkj dk;kZy; 
 dks i`"Bkafdr djus gsrqA 
2- egkys[kkdkj] ¼ys[kk ,oa gdnkjh½ Xokfy;j] e/;izns'k A 
3- egkys[kkdkj] ¼ys[kk ,oa ijh{kk½ Xokfy;j] e/;izns'k A 
4- izca/k lapkyd] ,e-ih-LVsV b.MLVªh;y MsoyiesaV dkiksZjs'ku fy-HkksikyA 
5- izca/k lapkyd]z-,e-ih VªsM ,.M bUosLVesaV QsflfyVs’ku dkiksZ0 fyfe- HkksikyA 
6- fu;a=d] [kk| ,oa vkS"kf/k iz'kklu e/;izns'kA 
dks lwpukFkZ ,oa vko';d dk;Zokgh gsrqA 
 
layXu%&mijksDrkuqlkjA 

 
gLrk@ 

mi lfpo] 
e/; izns'k 'kklu 

okf.kT;] m|ksx vkSj jkstxkj foHkkx 
  



 
 
 

xq.koRrk izksRlkgu ;kstuk ¼dsoy vkS"kf/k ,oa gcZy m|ksxksa ds fy,½ 
 

01 tuojh] 2004 ls ns'k esa lHkh vkS"kf/k m|ksxksa dks 'kM~;wy ds vuqlkj vius 
m|ksxksa es v/kkslajpuk rFkk fuekZ.k izfdz;k viukuk vko';d gS blesa m|ksxksa dksa 
Hkkjh fuos'k djuk vko';d gks x;k gSA 
 
1- mn~ns'; %& 
 
 izns'k ds vkS"kf/k ,oa gcZy m|ksx vUrjkZ"Vªh; Li/kkZ dj] fu;kZr dj lds bl 
gsrq mUgsa izksRlkgu nsus ds fy;s ;g ;kstuk ykxw dh tk jgh gSA ;kstuk dk mn~ns'; 
fo'o LokLF; laxBu Good manufacturing Practices izek.k i= izkIr djus 
ls m|ksxksa dh xq.koRRkk esa lq/kkj djus gsrq lgk;rk iznku djuk gSA  
 
2 ;kstukUrxZr nh tkus okyh lgk;rk %& 
 
 izns'k dh ftu vkS"kf/k ,oa gcZy bdkbZ;kas }kjk 01-04-2004 ds i'pkr~ fo'o 
LokLF; laxBu ds ekin.M ds vuq:i ¼xqM esU;qQsDpfjax izsfDsVlsl½ izek.k&i= 
fu;a=d [kk| ,oa vkS"kf/k iz'kklu }kjk izkIr fd;k tk;sxkA og bl ;kstuk ds 
varxZr dsoy y?kq m|ksx bdkbZ;ka ik= gksaxhA bdkbZ;ksa }kjk bl izek.k&i= dks 
izkIr djus esa fuEu enksa ij gq, O;; ekU; gksaxs %& 
 
1- rduhdh lykg lsok ysus ij gqvk O;; 
2- izkIr lykg@lsok vuqlkj midj.k dsyhczs'ku ,oa xq.koRrk fu;a=.k gsrq dz; 
 fd;s x;s midj.kksa ij gqvk O;;A  
3- QkekZdksfi;k tSls IP/BP/USP Ø; ij gqvk O;;A 
4- deZpkfj;ksa ds rduhdh izf'k{k.k ij gqvk O;;A 
 
 mijksDr enksa esa fd;s x;s dqy O;; ij 50 izfr'kr vuqnku vFkok vf/kdre 
,d yk[k :i;k tks Hkh de gks] dh ik=rk gksxhA 
3- ik=rk o 'krsZa %& 
 1- fo'o LokLF; laxBu ds ekin.Mksa ds vuqw:i Good manufacturing 
Practices [WHO-GMP] izek.k&i= gksus ds ,d o"kZ ds vUnj vkosnu fu/kkZfjr 
izk:i esa lacaf/kr egkizca/kd] ftyk O;kikj ,oa m|ksx dsUnz ,oa jkstxkj dks vkosnu 
izLrqr djuk gksxkA 
 



2- Mªx ykblasl oS/k gksuk pkfg;sA  
3- izns'k dh ftu bdkbZ;ksa }kjk 01-04-2004 ds i'pkr~ WHO-GMP ¼xqM 
esU;qQsDpfjax izsfDsVlsl½ izek.k&i= fu;a=d [kk| ,oa vkS"kf/k iz'kklu }kjk izkIr 
fd;k tk;sxkA og bl ;kstuk ds varxZr ik= gksxhA  
4- bdkbZ ftyk O;kikj ,oa m|ksx dsUnz ls y?kq m|ksx ds :i esa LFkk;h iathd`r 
gksuh pkfg;sA  
 
4- vko';d nLrkost %& 
 
 fu/kkZfjr izk:i esa vkosnu i= ds lkFk fuEu nLrkost layXu djuk vko';d 
gksxk %& 
 1- WHO-GMP  izek.k&i= dh Loizekf.kr izfrA 
 2- O;; ds laca/k esa pkVZMZ ,dkWamVsaV ds izek.k&i= dh ewy izfrA 
 3- m|ksx foHkkx ds LFkk;h iat;hu izek.k&i= dh izfrA 
 4- oS/k Mªx ykblasl dh izfrA 
 5- fofHkUu enksa esa gq, O;; dh jlhnksa dh izfrA  
 
5- vuqnku Lohd`fr dh izfdz;k %& 
 vkosnd bdkbZ fu/kkZfjr izk:i esa mijksDr nLrkostksa lfgr egkizca/kd] ftyk 
O;kikj m|ksx ,oa jkstxkj dsUn dks vkosnu izLrqr djsxhA izkIr vkosnu dk ijh{k.k 
ftyk O;kikj m|ksx ,oa jkstxkj dsUnz }kjk rhu dk;Z fnolksa esa fd;k tk;sxkA 
bdkbZ }kjk izLrqr rF;ksa dk lR;kiu egkizca/kd@izca/kd@lgk;d izca/kd }kjk 
bdkbZ dks vkxkeh lkr dk;Z fnolksa esa ,d fuf'pr~ fnukad dks voxr djk;k 
tk;sxkA fuf'pr~ fnukad dks bdkbZ ds Lokeh@Hkkxhnkjh@izfrfuf/k }kjk fujh{k.k esa 
iw.kZ lg;ksx iznku fd;k tk;sxkA izkIr fujh{k.k izfrosnu ds vk/kkj ij egkizca/kd 
}kjk rhu dk;Z fnolksa esa izdj.k ij Lohd`fr@vLohd`fr ds laca/k esa fu.kZ; fd;k 
tkdj rn~uqlkj bdkbZ dks voxr djk;k tk;sxkA izdj.k vLohd`r gksus dh n'kk esa 
lacaf/kr m|ksx dks dkj.k lfgr voxr djkuk vko';d gksxkA 
 egkizca/kd }kjk Lohd`r jkf'k dh ekax rRdky m|ksx lapkyuky;] e0iz0 ls 
dh tkosxh rFkk ctV izkIr gksus ij izFke Lohd`r bdkbZ dks izFker% jkf'k dk 
vkoaVu vkgj.k dj fn;k tk;sxkA  
 
6- Lohd`rdrkZ vf/kdkjh %& 
 lacaf/kr ftys dk egkizca/kd] ftyk O;kikj ,oa m|ksx dsUnz  



@@ xq.koRrk izksRlkgu ;kstuk gsrq vkosnu i= @@ 
¼dsoy vkS"kf/k ,oa gcZy m|ksxksa ds fy,½ 

1- bdkbZ dk uke 
 irk 
 nwjHkk"k 
 QSDl 
 bZ&esy 
2- bdkbZ ds Lokeh@Hkkxhnkjh@lapkyd dk uke o fuokl dk irk-------------------------
------------------------------------------------------------------------------------------------------------fuokl dk nwjHkk"k-------------------
3- Mªx ykbZlsal dk Øekad fnukad----------------------------------------------------------------------------------------
4- ftyk O;kikj ,oa m|ksx dsUnz dk LFkk;h iath;u Øekad o fnukad--------------------- 
5- WHO-GMP  izek.k&i= dk dzekad o fnukad --------------------------------------------
----------- 
6- pkVZMZ vdkmaVsaV ds vuqlkj dqy izekf.kr O;; ¼izR;sd en esa i`Fkd&i`Fkd 
n'kkZosa½  
7- izfriwfrZ gsrq ekax dh xbZ jkf'k :i;s ¼vadksa ,oa 'kCnksa esa½ 
 

@@?kks"k.kk&i=@@ 
 
eSa 'kiFkiwoZd ?kks"k.k djrk gwaW fd mijksDr izi= esa esjs }kjk nh xbZ tkudkjh iw.kZr% 
lR; gSA mijksDr tkudkjh esa ;fn fdlh izdkj dh vlR;@vizekf.kdrk ikbZ tkrh 
gS rks blds fy;s eSa Lo;a ftEesnkj jgwaxk rFkk izkIr jkf'k dks okil egkizca/kd] 
ftyk O;kikj m|ksx ,oa jkstxkj dsUnz esa tek djus gsrq ck/; jgwaxkA  
 

gLrk{kj--------------------------------- 
uke---------------------------------------- 
inuke----------------------------------- 
dk;kZy; lhy 

LFkku ----------------------- 
fnukad---------------------- 
 

¼dk;kZy; ftyk O;kikj ,oa m|ksx dsUnz ds mi;ksx gsrq½ 
 

1- fujh{k.kdrkZ lgk;d izca/kd@izca/kd dk uke %& 
2- fujh{k.kdrkZ vf/kdkjh dk izfrosnu rFkk vuq'kalk ---------------------------------------------------- 
 

gLrk{kj 
fujh{k.kdrkZ vf/kdkjh 


