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d. Limaprost tab dmcg qiruru dd,ooo LfiFr

b. lbandronic acid tab odomg qiruru o,,ooo Lfipr

IE. r-mol:varri
;

b.o uuotfr'16'arfrfierruntr kirrm:oru0rrl.ru#nerlnr:uautfrori:v?uBnr1rfl{aolunr:qduq

in ur frLh ulul: { v! u'r u r a Lil er n r ! : u r 1 ;n ri (r-olifr r )

i ovo
u.ro rfio"Lr.lfiurtflruq{arrir:ort{rfiawrouavuirfr'nunrillunr:l#linr:frrJ':u

!
uAv

en. Fl fl1fi 1.11J FllJ 0{ r.l UU1J 0 tAU 0IU
d

en. o }J Fl'l'11.1 fi 1il 1: tl Fl'll.J nfl yll f U

*.r" tri u{luunnafrtravar u

t4,
en. en L}.l 0 UiU14'11{ [A fl fl Q fl 'l:

*. n lri,tl u u n n n fi r o d : v ra i r r n n : v Yr n r : 6 u{o ra u o rai o rir #ru ru r rir ra rir u { r u? o { ;oliC U V vu d

") 
J d, vAu t t d ,tirn:rr tflotornutJury'frl:Jrirutnrue,{n1:tJ:vrfrunanr:rJflrinrru?o{fr'il:yno!n1:ar!:yrl'arfi

fgruorirrflrifl:uvr:?{nrina-{riruuonl}rfilivnr6Lilurruilu:vu!rnSodluar:aur11fi1Jo{

fl:l.r1r[utnar.i

*. 4 tri r{l ul n n a fi { 0 n : u r fi otilu : vr r rni o ti r u a r : a u ryr Fr? o r n :r rirufi n a r r fi r :'::1 fi r fr 69UqU

AvX d, y t yv yv y a v
unnafrfifrllru tt]u#ualurlaonr: n::tLnr:r.rannr:,..J11:14r: zufitirurolunr:rirrfrulru"Lufronr:rolItru!u!

Yu
ua!nfrauuo?u

en.u finruarlGuavhifi#nrgruvelo{#rrartlfinruun::ilnr:ulu!runr:a-odoah{rr iravnr:
I

6la

1_l : 1,t I : 1\ fi n n 1 n : f, fl 't y u o tu : 1 t n 0 a 1 u tlj fl 19't
149

en e, r{l u fl 6 ! n n a ui o ! n o a'o : : ! fl r fr'fi o r fi m r I a n-a or 6'l n a' r r91!1

*.< h^iu{lufr'16':-uronBvrdnionru{rriu firororJfrraohiuoldufllatuu r{uuriiorra.uor#

6 u rio ra u otrifi rir #rl#a a v u o n fr yr3 n r u 6rL riu r"ri u'i r riu
s

dU
d. :1 uau t0 unn [un fl 19[uv tal,{'tu

9

v
0lril t0nar:ttulj?Tl u

a. riruuprt'lar...



a. riryuo rr a r eiw orr,l-a o

rir yu pr ri w o r ob 16 o u rir rin o r niufi a r u r ulu fr'rg ry r

u . r,r #n r n ru ",{l u n r : ri r r : ru r n-or r 6 o n rio r a u o

lqir n rueri n r :: r nr r sir a o (fr o r : ru r : r n r ri o : r u n r : )

o Au v- -
6'J. ?'i t{UYl LO:LA 0lA:5

lu r r ri u e'i, d o d, d b e(. b o 1r r yr ( r 6 n 6'r u r rir r a ! u fi { v fl u d vYu rur.l er io u u n a ! u rir r r y -
.j^ d, e T
u aL anl{Fr ) Fl? u t.lLll't:{ L:.11\u 11J'ta

d. i?fr{lutraunr:dlutiu

I:rvrurrrarilnorrliutrfnd fioliOr) ovsjruFirfrrtorfirt6':unrGqarirrfrr naoorounrG

ornr:6u1 uavrirldsjruvYrr.lr.:ufrrlri'uri{a'u'florauofiteifrnr:n'n16onl#r{Ju{ovtrunrllBrrrufi
J

rirrauoluh#rdorrriavr,:'r?LLaugr'ur:rFrlnovu'ruFnr.r:u1.r rlo(trulfreirroufrrrort6'n:rrirunrr
Ut

d'rprprfiorravBoriomnarr{luvrjrfio uravl:rnurrral6'or:rqi!rorfrrrLorl{Gurioarufrr

x. o'sr:rdrr.Jiu

rirrJirmuurr#rururdouruuu!fr"ruronar:l:vnrpr:rnrr6rSnvr:oflnaid n6oriorlnardo

rruu{lurarirf;o t#6oluo'mr,;*0, o.too (ooaorrruri) ror:rnrfrrtorfiuilhitri'ir:rorrioiurirfr'norn9U

iun:rriruuoriuornrrh d'rdooufiriufifrqvtr uteirirfrrto.rrrduroulri'uiir.irvdoouonolornr:rfiru
!!!

t9

mu"Lr#rfio

o o. n t : rit u u a : u u u t? a r iu rJ : v nlu n': ril tir : q ! n il i o r
9

vtad
zutuvnr:!:un?q:1nr0ranvr:oflnii firt6'rir#rururfiotruurr:rnrnrfrtrldrfln13ilriu
! oq

qvfrori!l:vriunrut?r:nunuiorrorfrrrLorfidorrafirfrofiunrulu:vavrrarl:-irioanir. tl ri!rioqrn

iufiI:wurrra loiiuroufrrror lourloriro-ornr:ciorucjilurih"Lri'ldnr:1d6oYru6lnrulu *o iu fiufio

or niufitriir u6,r nr urir:qu nil ior
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:r s a y 16 u n n ru a'nurus railrc

Cetecoxib cap 400 mg

1. fio Cel.ecoxib cap 400 mg

z. qrualfifiu'rtrJ

2. 1 rfl uur unrjc,a ;irurniul:yilru
Z.Zlu t lunlra r.J:vnou6'?un-rar Cetecoxib 4OO mg

2.3 u::qlunrtuyiloafiy

2.4 ttuu::qJituli':vr1flour drur.J:vnou6":orr{rfrrprravn?rrrr:.r iuzufrsr iuduorq iatfir.rfin uunyraruvrflau

sirYuarliodr{d0uqu ruitnroeirsfioa6'or:vrlfiourr,riod':ur.i:vnou6'rrr;{rn,ry,,orur',uuro iufr'uoru uayuatfizufrn

3. ftildilu 0tvt1{ Lvl FluFl
' 

U.rFinishedproductspecification

1. ldentification m:rorjrunufi:vulu finished product specification

z. rJitrrud'rur;irdry 95.0 - 105.0% L A

3. Content Uniformity n:rwirunufi:vqlu finished product specification

4. Dissotution test st:':atjrun't?lfr:vl1u finished product specification

5. Rel.ated Substances n:rarjrunrlfi:vqlu finished product specification

3.2 Drug Substance specification

1. ldentification n::q,irltflrtlfi:c!1u finished product specification

2. ilBrrrun-rurrirdrg 98.0 - 102.0% L.A.

3. Organic lmpurities:

- Celecoxib related compound A NMT 0.4%

- Celecoxib related compound B NMT 0.10olo

lndividual unspecified impurity NMT 0.10olo

- Totat impurities NMT 0.5olo

4. Water determination NMT 0.5olo

5. Heavy Metals NMT 20 ppm

6. Partic|.e Size Distribution

- 90olo Distribution Point NMT 30 microns

- 100/o Distribution Point NLf 0.8 microns
d! d v

1,lxr1urun- n:fifrrnyvrrlauui'rnr:uiu (waive)n1:n:iaaoueun:ry,.i:run'r:101#6uuonar:na'nqru d'snrjrrfit6'iu

OutFrFl?u
,o

- fror:rurornrlorirvuoinnFu (Drug substance specification) fitri'iuoqfifrrrna'rfinlrunruyfl::llnr:

0114'r:uauur uav'hitn:rvr.itorpizufininnGr 616'orfia1:Fr:?an:!ynri'rdonufirn#rqirYr.lriryuo

t.:0u tlj0udl

1. tonar:fl't:16'YuorlryrnfiuvrvrfluusiriuEirtfioqiruilrulur]:yurslr,rurraydrrrnq (dec[are) urydlr.rfrn

t.t lu;irdrynr:duvrrreausirYlartoiruri vru.2vn.3vrEr.4 vio a.z udturrjn:ni

t.2lurirto..



t.z hn'rtoduvrvtfluusi'riuu'r 14u.1 v6o Er.t lnrior:ruav16uofi':{onr:o2unilnrunrvlrorzufrnfiruq.{nufi

duvrrrfluu (finished product specification) uas{orirr,luoerrunrntolinnfrl (drug ,rUrtun." specification) n:ni

fiod:sr.r'jrtnr:urJduuLtilnltuffltifirlrfir qvfrorrluuuonar:nr:roufitt (u.5) rrnio:r finished product specification

ttav/v6o drug substance specification

2. uo nar:iu:o{tJ ra:51un1:zu6 n u r
, 4 .]aq

[,] haaF0{}l L0na155u50.MF:fi1Ufl15rJAnU1Ft ',r 1l UAntflrufltLa3?ifl1:yt 9i Lunr:zuanar PIC/S!@

(PharmaceuticaI Inspection Co-operation Scheme)IfluuilrE].iru PICIS participating authorities afu;iraotnrl

:o!nr:a:?afiou Ioufigianr:iu:osfiriuil:unrflil:yn?0:rnrduSnu:ofinri (e-uiooing)

3. tonat :n rua-nuruvtosE rfi rauo:'t Fn

3.1 tJafll:n:2titn:rc#nrunrr,,rzu6fl:Yru.ilurfi'rrEt:ilrorrizufrn (Certificate of anatysis of finished product)
o , !r a.
luu'r :uila{ ruuFl? 0 u'r i

3.Zelant:a:?aiLn:rydrrrunrvlinn6rtrolst-rarrirrYcp (Certificate of anatysis of drug substance) fihTh
a 

' 4' dr 
":fl 1: UA n U 1:Ull4{ LUUF? 0 U 1 ilj0{ ht h n n U'l

3.3 zuanr:6nur [ong term stabitity naood?{orqtorarfiduuvrfi€]utifiu6{rflntrunrusn:i}rnr:orlrri[ray

u I n:311:?{A'r51:tu41

4. sr-':odrrur

- ") 
d, il

ritrt6or;irsr'?odr{u1 3 uil:uu::afiru"}iflrrtluel-r$vuuan{rruavrdEiot6'n:ufrru nrrfrrirrauorluri'rdoar

e tu a tl u-fr r-?lil dr r 6'u 
"r 

n v fr i u rr r xr A n r 6 u ? riu riutu d o s. t

s. n',:rl:r,Yuq *n r* u,fi dur.u

s. t iudu a r q r o { u r fi d r :.r oL o1o r ry fi ol:J rjo u n'j 1 1 2 u6 ou riu c r n{uei w ou

5.2 u'rvn{'rafieir:rou rvoloreirdrrurnrrnrri'ruhiu:o{r.rnnr:n:2cirn:ryr,iu'riufiei.lrlolrotrYzufrn

s.: n:fifivri':a:rtnr:virnr:eirlfi-rodrturfidwolufioarn:roiro:ry#nrunrn uu?u:'rflfl'r:cyvirr,lrilf;o

iorto6'rodrsur lprBeit'ruovfr'oreirurtfilr6nmr!sirurufiuilru:rtnr:eirgl::rirn:',)r.i uu*tturiiufrotourirkisirull.r!s

nr:n:':oiuo:rvrinrunrr n:nifil'ruirurlrlrtJuttjsrtrnru#nuruvravrrv uil':a:rrnr:roa{?u4il61:^iYufrlr:rurnr:

ta u o : t n r a r pr-.r n d r r r o s eir r Ei rra c zyi o rie.r fr ntu n Yr ri otrlU!

s.q ritruovoloriuuJFuuEirnrrsirt.:?ufinuflcuvr rfiourln#uunoru y6orfioufionr:rf;oranrv,r6'rutJ:ynl:
!u

lo.lriourirr,lun

5.5 vriru:rtnr:toat':u3u61rn',:t.onuf;n#ryryrr,tiounufinnr:lira'ryrpr urnvrli't 2fin:iru.]i'urfirauofi

rl:vifrnauiunrfil6ulerar{rtinrrunruvfl::}rnrio'r14r:uavurlu:uust?ar t fliiouiurj:yarfltl:vnrq:rnr
A d a d a y vo a q .] a d a il o0tan11:0una L'tuL[F]h0.JanLFrFntuunl:ttflLltLltutfltpt't'ttJ1Jflv\:0{vrnnt:unLfl!FtuUutiuu:ouuatrtofiruntru

!u!

ntuv n::! n150'114't: LLa u u't

s.6 frrruqv6'osuaoflliu:o.rlJrar5rurllrlva-ntnrud Good Storaqe Practice (GSP) iras Good Distribution
!4

Practice (GDP)

o. fr'tra6'0.:rJilan:lnral u'rflnruefl::lrnr:uiruur:vurJU'rr[1,i{flrfifir.i:vnrortor riryun:rnrna]{ur ruact6'riruuo
.j qv a \vt

:tntna't{u't?'ttfiuaL? u:o fiil:vnrrtrior uiarflErrvfinrrvirtlfr uavtrirjo:ol:rnrrirastroqurfrrauol{ vrrnnr:riruuo

,rl:v nrrr',u', 6 uF nu:ofi nd uun v o d:yuir r:r nr nnrsut onr:rio:or:r n r ril aoro.l:'r u nr:€r rfr rauo eir n'ir:r rrrfrtuy nr
!

lird'rucurr,riofidozunuiunrlfr'ruru', frr,',E 6'oor.iirnor:rnlarnrltl:vnror rYu! UU !

7. uao.r to nar :6uriutrlfi nr:lri Hyd razine (ar:rior v rEr) lun:yltunr:zu 6n

--l:.-., E,
,i(arto)............ ....... .rJ:voruniillnl:

,u

' (urualrfl'ru ;rq1a:ail

(arflo)........... ...........fl::xrfl'r: (a{60) ..................t.............!.:.........fl::}tfl'r:
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:ruas rdu on6udnuruv ranrv

Pregaba[in cap 50 mg

1. f,a Pregaba[in cap 50 mg

z. nruaurifiri'rhj

2. t r{Juur rrnilra r{rra:-l:-lrJ:suru

Z.Zlu t urntJrn rJ:ynou6":u6'1tr Pregabalin 50 mg
!

2.3 r::olunrtuviloafr vr

2.4 ruu::o.riru'fi :v!flour ei':ur.J:vno:rn-rurrirriryuavo?l1r[ii iuzuan iuduorq rarfizufror ![asLafl
d o u Y,

ItvtiluueiriuurLioErrrdotqu uuuntotlrrfioueior:vufloEiruiodrur]:vnoun-lurr{rriruuraynrr!rr:l iufiuoru rrnv

tal11tJAA

3. nildiluav1.:trauo' 
,., Finished product specification

1. ldentification n:rorjrunrlfi:vu"Lu finished product specification

z. rJi:rrru6":eir;irricg 95.0 - 105.0% L.A.

3. Content Uniformity st:tcriruqrufi:rqlu finished product specification

4. Dissotution test NLT BOo/o (Q) nrulu 30 urfi

5. Related Substances

- Any unspecified impurity < 0.2a/o

- Total impurities < 1.o/o

3.2 Drug Substance specification

1. ldentificatlon n:'tahjruflr:l specification

2. rJilrrum-:ar;{rriry 98 - 1O2a/o labeted amount

3. Water content NMT 0.50lo

4. Sulphated ash NMT 0.1olo

5. Retated substances

- Po[ar impurities (unspecified,each) NMT 0.15olo

- Non-Po[ar impurities (unspecified,each) NMT 0.150lo

- lmpurity A NMT 0.15olo

- Total impurities NMT 0.50lo

6. Heavy metals NMT 10 ppm
d!

vlr'ruLver- n:njfrcovrvue uutt{'.in1:r{u (waive) nr:Fr:?afiouirn:rvli:runr:"lo 1fi'6uuonar:ufingru oinrimfileifu

0uilFrFrlu

- l^lor:rurqrntiorirvuotr-nn6u (Drug substance specification)fi16'Yro1l-frqrneirfinrruotuyn::ur-t't:

o'r14'r:L[aus'r urav"Luiln:rvritorfrzufrn':-nn6u fir6'orfinr:o:1an:u11nu-rrionufirnd',usiriuriryuo
!1

t{ou tuou6l

1. tonar:n'r:16'iuorlryrnfluvrvtfltuririuurrfiodrr.tirEilurJ:cuvflluurravr{ruuot.l (dectare) uu,rdlzufrn

t.t lurirn'rynr:duvrrreEiusirilurl6'uri vru.2'14rJ.3vru.4 yio u.z ufirurin:fi

t.z lun"rto..



t.z lun'ttoduvvtfluueirYuu'r ilu.1 rrEo eJ.t r,rio!:ruav16uo#?donr:n?!FrlJFrrulrrr\rorzuFsr:iru,fielr!fi

fluvrrrfluu (finished product specification) unvrjorirvunnrunrutorinn6l (drug ,rbrtun." specification) n:fi
fiod:vuirlnr:u.JdauuuJaluuitrLrfrrrfrr rv6'oruuuronar:ar:toufi'l'u (u.5) rruiol finished product specification

uav/uio drug substance specification

2. ro nar:iu:o.i!r n:Erun'r:zu F n I r

zuzudnnos:r*Lona1:fu:osurFr:firur-r1i,.Jaaurnr:ruanrnruq4rrasi6nr:fr61unr:zufrnul plcls
U4

(PharmaceuticaI lnspection Co-operation Scheme)Ifluuilruiru PIC/S participating authorities auYueiraonrl

:ounr:n:?iaou loufizuanr:iu:orfiriurJ:un1flil:yn?o:rnrdrFnu:ofinii (e-uiaaing)

3. ranar:nrudnuruyro.turfi uauo:'tFlt

3.1 ,.lnn1:Ft:2citnr:rvdorunruzufrnfiruq4urritu{r:r.ltoroizufisr (Certificate of analysis of finished product)
o ' !' a.
tuu't:uva{ ruuFt?0u1i

3.2zuanr:F:lqirrr:'tvlierrunrl',tfnn6utotn-rurrirdry (Certificate of analysis of drug substance) filfflu
aa'd'

fl 1 : r{ a n u 1 : u yr fi { tLJ u Fl't 0 u 1 { lJ 0 {,.l r.J a fl u 1
!!

3.3 zuanr:6nrgr [ong term stability naoo'd:torazorurfifiuvrvrflaulirilrirrin{ruatuyn::}]nr:o'ty'tr!!ay

u 1 ft :vli] :?.i fi 't 5 1 : tuafl

4. n-rodrru'r

Eitrunoratn'rodr{ur 3 vilrar::qfiru.fdrutluFr-?rryruua0{i'ruav16aprtrin:lriru nrlfirirvuntur.ir{o
!c

a4 a n tv v u v q

n rua rr ri6 r,hhJcir r d'u rra v 1r :u n r : h a n ro L ? n u nl "u{o 3. I

s. nrrr-lrrYrq*n,ro.fi ,iuuuu
-:

5. t iu fr u o'r u t o r a r fr ci ql ot 6'o r uy 6 ohrio unit tz 16 ou riu o r niuei l:r ou

5.2 urvntrofieiuLou qvelarci.i6{rrurntlriruhiuio.rriaflr:ai?qirn:rvtiu'tiufrei.lrlourolrizufror
9!

di , ! , ! d t

5.J n:tu1,!YU?U5'.]lJfl'l:V1'ln1:A!fi?0U'l{U1il4{}]0Utvl0A{Fl:?A?tn:1vyFltUfl'.l14 14U?U5lfln'l:qyVifUUtdO
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" ,-'
ra u o : r Fn s'r o l n a r : r o.: rit r u u n y /yE o rizu fr n"Lu n ir ri otrJ

!g

s.q fr'truovelorir-ruJfiuuEirnrrriru:ufilwflryr,rr rfioarlnfrr,ruooru u6orfiorfionr:ufiolanril6'rEril:ynr:

ln lriourirr,ruo

5.5 uil:a:rtnr:toarruf,rdtun',ruronrfrnfr'ryryrutoanrfrnnr:virfiryryr urnuuir zufinn'ru"ilurfirauofl

il:vi6nnrianrSu6ulourirtinrruncuvn:irn'r:0114'r:uavartu:vuvL?ar t tlnouiuti:vnrntl:ynrFr:'rFrr
adad

oLanl1:ouna truunnzufrn'16'rirtfiunr:urfrtrrlryr,lrn':rrunuiorfinnriunufiu6urYurEu:.tioaufrrriorirrinlru

Frtuu fl::}J fl1:0'114't: LLA v U',t

S.O ritlatvrloquaoltuYl:o{:r'rn:i'rl.JFnrua-nunru",{ Good Storage Practice (GSP) rrav Good Distribution

Practice (GDP)
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Denosumab injection 60 mg

t. fio Denosumab injection 60 mg

z. qrualu-frrn'rh.l

2. 1 utluar:avar uil:'rfl q r n r;fl0 1a hifl fi fi rfi lu6 orors

z.z ilt.ird.rdqil:vnouriru6'?ur Denosumab 60 mg"Luar:aynru 1 mL

2.3 u::olunaoou::q u1fl iorfi o (pre-fi lted syrin ge) l:r rrqr n udo

2.4 uu!i:nfiruq{:vrflour eiruil:vnoufr":arrirn-ruInvF]11].ru:r iunfin iuduoru rarfizu6n uny

tatuvtfluusiriLUrl{odrrrYorcu uuvraoou::qEirodrrfioufr'o.r:vufioerrr,r5o;iruil:ynou6'rarri,oi*uuro,r,uuru
-: ;^
lUauolU ttav[atllhaa

3. nEUAilUglYll'1[YnUn

Finished product specification

1. ldentification n:rorirunufi:vl"Lu finished product specification

2. Potency 80.0 - 130.00/o relative potency

3. pH 5.0 - 5.5

4. Steril.ity o:rorjrunrlfi:vu'tu finished product specification

5. Bacterial endotoxin m:':or]ruorlfr:vu'Lu finished product specification

6. Protein concentration 54.0 - 66.0 mg/mL

7. Osmotatity 285 - 345 mOsm/kg

8. Purity and lmpurities

- Cation exchange HPLC NLT 650lo main peak

- Reduced CE-SDS NLT 960lo main peak

- SE-HPLC NLT 98.2% main peak

t{ou tuoudl

1. to.rflr:nr:16'ilor4ryrnflultvuiausirirurufiodrrarirulurJ:vntfltuurravrirrror (dec[are) uryd.:2frn

t. t lrli{r firynr:duvw rfl uusr'riu u rt6'urri vru.2 vra.3 vru. 4 yio rr.z *fir Lrrin:fi

t.Zhrirtoduvrvurlelusl"r:nu1 vu.1v6o a.t l1iott:taavt6uo#r{onr:Fr?!nxJntutytvltotzu6sr:iru+{n,.ufi

duvrrrfluu (finished product specification) uravdorirr,turrnrunrvrtorinqGu (drug substance specification) n:ri
,.i

frod:vv'irlnr:urjfiuuttila.iuuiltrfrrrfir ovrloruturtonar:nr:toufih (u.5) :Lrnriol finished product specification

uas/uia drug substance specification

2. ro nar:iu:ol!'r Fr rtrunriilen u'r

{nfrnrlorfltonffr:i-LJio{}.r'ra:fi'rufl'r:zufrnurrrrlydnrnru.}4LLayi6nr:fi61unr:zu6nur ptClS

(PharmaceuticaI lnspection Co-operation Scheme)loaltilralru PIClS participating authorities a:iudraonrl

:ounrrni?aaou Ioufi,,ranr:iu:orfiriurj:unrfiil:vn?o:rnrBufinu:oflnei (e-uiaaing)

:. uo nar:q rua'nuruvr or u rfi rauoi'r o'r

3.1 zuant:Fri?qiun:rvdnrunrr,,rzufrn:iru",iurairtSo:rJto rffrufrn (Certificate of analysis of finished product)
o r .lr a.
Luul:u114{LUun2081{

3.2 ,]ani:nr2a



3.2 ,.Jani:n::titn:rv#nrunrninnFutol6'rarr{rn-ry (Certificate of anatysis of drug substance) frlfflu
a d' d, 

":n1:hr nFr u'r tul1a i t1Jua?0 u'r {fl 0{9i ila n u't

33 zuanr:finur tong t"rnr stability nnoo"d':torarorarfiduvrvufiautiriurirrjn{]unilvn::!n1:o'ryrtLLaU

u't fl tv?1 :1.14 1 0't : fuqfl

q. 6'rodrrar

,.Jllluno{a.ia?our{ur 1vu?url:ianru",4firr{lufr"rur1lJrrffo.i:luav16uFrtrin:!riru mrrfrriryuolur}'r{o!r
-^Lu.v v

n ru a :^nifi ri'rl! rir r piu ur a v r' i u n 1 : h A Fr ro^ u x rYu rillu{o 3. t

5. nr:l:vriun*n',*o',fi ,i.,uru

s. t iudu o r q r o r a rd d ul o u 6'o s n,l 6 ot:^i rio aril 1. 2 16 o u rir o r n iu ri r r ou

5.2 urunr':ofieiwou qvfr'oreir;irturnry,rrira"Luil:o{rraflr:Frr?qirn:rvfuriufidwoutorliru6n

s.: n:rflfivri:o:rtnr:virnr:air6'rodrrurfid':rLourfioairsr:rrirn:rvvierrunru yil:Er:rrnr:oylirrarirf,o

urvolo{rirurufir6nnrtlqi'ru:ufiuilrEr:rrnr:eirn:roii.r',rr.i uor,fluriiufrotaunirt{sirulu
!!

nr:n::qirn:rvrineunrr n:fifilnr!irEJrtrirtiuhjnunru#nuflivrarrv vriru:rrnr:toamuSu8hiYlfrtr:rurnr:
, Y '-'

ra u o :'r Fr 1 u "r rr'.i n ri r r r o r zu r'r EJ rra v /yi o fr zu 6 n"Lu o Yr ri oh.i
!!

s.q frtrEitv6'orYut!6uuurntLdrurufinrflruur rfioEirln#uilerora raBorflorfionr:rf;olanrn6'ra!:ynr:UU

lolriourirr,luo

5.5 vrirEJ:rtnr:toatruf;v,61un',:r,oE nrFnd'rururra6ounrfrnar:lir#rurur yrnuui'r 2frn:irud'urfirauofi

il:vifinnrianrfiu6uleru6irfntruoruvn:i1.rn'rio'rlirruuro,lurror,ro.", tlriour-url:vnrflU:sn?o:ro'r
ad

oLanrl:ouna r;uttnzuzufin16'rirtfiunr:rtffltrlrulrnrrrrnr,'riordnnuiunrfiu6urfuriuufouurfrrriorirrinsru
!v!

n tuu n::! n1 50'1141 : L[av ul

5.6 (truov6'oritaorthYr:o.r1r1a:fi'run'rrvtdntnru.ii Good Storage Practice (GSP) uuav Good Distribution
!4

Practice (GDP)

o. fitrufi'oltjYuao:rnral 111nnruufl::lJnr:riruur:suuurrr?iwrfifil:vnroGor riruuo:rnrnarrErr LLavteirirlruo
A uv ^:rnrnarturfrrauoli vio fir-J:vnrn16or riruflurudnuvirtrfr unvloido:or:rrrrsiraorro.rrirfirauot{ urnnr:riruuo

I i ' ! 
,rrlrrn.rr',.rir6nli:ofin;irracod:vuirr:rnl na twr5on'r:Fro: o.r:'r Frr oir 4ortol:r u nr: u rfrtauorir nlr:r errfrtuv nt:l:v n':o:rori tF nli:of

vir#rururraBofidozunrnTuprud'ru*', rir',or1ro,-liuao:rrrrarnrlrJ:vnrn'r riug qu !

\



rond''r:[Luufrru:runr:fi +

:ruas16unafu#nuruyraurv
I

Gtucosamine + Chondroitin sachet 750/600 mg

t. dosr Gtucosamine + Chondroitin sachet 750/600 mg

z. nruaurififrrhJ

z. t u r zurr{ryiuu ro'', 0,.1',Yurjrrr',,

2.2 rJ:snoupirufl-ltlr Glucosamine Sulfate 750 mg + Chondroitin Sutfate 600 rjonttuyu::c (tol)

2.3 u::t1uto.:ijorafivr rl:rorrnr{o rJorriu*ar florrYunrudu 6.:u::o 30 ror/ndorlq

2.4 fl ronar:rir riu u'ru::q"lundor ur

2.5 aarnivuurnrirourrrfirud6'ot:vq f,our ?i'ruil:vnoufr':urrir6'ry n:1ilLri{ iuolfrm iuvrunoro rarfizufin uav

uatustflausirYuur t{{nrau tLav!utorfi#rlriaur :vu6ouru6ofloyrrnr:6r d':url:vnoln-ruriirFr-[x F]11].lLr:{ iuorfin
- i^
iur,rrioror u rra v rarfr zufi n tirin uru

:. nruaurifivrr.:rvnfin

1. ldentification n:rcrjrunrrfi:vqlu finished product specification

? Accrrr

G|.ucosamineSul.fate n::crirt.tnufi:vulufinishedproductspecification

ChondroitinSul.fate n:rtrjrunrlfi:vulufinishedproductspecification

3. Uniformity of dosage units n:ratjrustrllfi:vulu finished product specification

t.:0u Lu0udl

n . <.i - r vdo - -.3utauo:lFr1fi0{uualtu'ln1iltt1ut0nffl5 1^i5ox]a{a1flx.r01J0:1J:0{r0nal5Lourul0'tu1i:luayt0uofi.tu
!!

1. tonar:nr:triYr.lorlryrorfiurctfluuei'riuurrfioqiruilrulurJ:vrvrotvra rraveir*or (decl.are) ru,ldrzuf;qr

t.t hrirdrynr:duurrfluusiriuur !frud vru.z 11u.3 vru.4 y6o a.z ud'rrudn:fi
&

t.z'[un"rtofluuvufluuar ur.t r,16o a.1 rolalfirauo:lF]'r uion:ruav16EJofi'1{onr:n?!n}Jrrturrvlrorzufimfirud'

nufiduvrvrflElu (finished product specification) utnv{orirr,luonrunlwuolinn6u (drug ,rOrtun." speclficatlon) n:fifi
oti:vuirtnr:til6eru*ilar*ritzuirifirtvfr'orttuutonar:nr:'uouri'h (a.5)rLruiol finished product specification rrav,/

uio drug substance specification lorutouriltijouiufitauo:rnr uravt:-lifru z iJ ru iufirauo:1rr1

2. tonar:il:o.ilr1a:olunl:r.Jaaul
< ! -o .

2.1 n:fiurfrzufrFr'Luil:vrvrfllvra #2fin6'arfltonar:iu:o{r.J'rFr:Elunr:zudntrnrttya'nrnruq4utavi6nr:fr61unr:2fin

ar PICIS (PharmaceuticaI lnspection Co-operation Scheme)TprElvil:utru PICIS participating authorities yEo fironar:

Yu:orrrn:trunr:zufrflurntrva-nLntuq4uravi6nr:fi61unr:zufrsrurrordrfinrluFrruvn::!fl'r:0r14'r:![ayu'] n:yyr:'l{
; " J s lao

arolrtuat flrrirr,lunfluloulrFr?lxrfioFrnao{LLaulTorlirus.JnuuanLfl[uq,r[aciEnr:fi6'Lunr:ilfiglur PICIS lulllroutfirauorrut*

ar-Tua'ransru :ounr:Fr :?afi oulo EJfi zua nr:ir:olfi riufr raro:1n'r
a.j e d o t v 4

2.2 nln)'r€lururirornrirtrJ:vtila tihAnao{!ff'rtu'rfl'nln'ruuunao:uio{}JrFr:6'runt:,..JaflutFlt!yanLniu%Lrau
!d

iEnr:fifflunr:rififlur GMP-PlC/S to{livtvrflfrr.JfisratTreiraonl!:01]fl'rrFr:?oaolToufir.Janr:il:orfiriufrrauo:rnrvl

3. Lonar:Fr fufl lr,,rto{u rfi rauo:rnr

3.1 0ianl:Fltraiun:rvlinrunrvtzu6srfirueiurzirr{c:iltorfrzuFsr (Certificate of analysis of finished product) luur
r !r a,

ruva{tUuFr?ou't.t

3.2 oJanr:a:?a.



3.2 nanl:n:?citn:rv#rrrunt^tinn6rto.rn-rurrirfrrp (Certificate of anatysis of drug substance) ffLfflunr:26n
' !, d, u , Y

u'r iuil a': r! url r o EJ r r M r I o r rizu fr sr EJ r uta v fr zu 6 n in n 6 u

3.3ronar:r.,lGor,l#"ng',rduflr*',ra-rrniuii:vv'jrtiunr:orf;mtorinnFuuor6":ur;irn''ry (drug substance) rio 3.2 flu

iunr:zufr ntot zu6 nfiru,l4uri{',i.;,.l (fi n ished p,oarct) do :. t

3.4 zuanr:6nur [ong term stabiiity maondrrorutoqurfifluMvrfluul{riu;irrjn{ruF]uuni:!nt:0r14'truayu'r

n:vyr:1{4101:ilat

q. 6':odrtar

{tauo:rnr6'otdr6":odrrErrodr{riou 3 rariruu::ofiruq4 6ru{luoiruvrurrao{:'ruav16aertd'n:rfrrunrrlfirirrauotu
-o - U .Y *

u?t onrufi }.t!fl y2 LUfl r{au

5. nr:il:vnnnrunrilurfi d.i!oL

5.1 urvrnmofidlttou ov6'olaireirrurnrlnrriruluiu:o.rnar.rr:n:'lcirn:rvr.iti'riufidwou

s.z n:fifivri:u:rtnr:virnr:drfr":odrrarfidr:rourfioeirn:roirn:rvr.iorunru uriru:rrnr:cvr,{rr,rrirfioiorro

r (fitru)avoloseiruruirdnnrra'rurufivri?u:rtnr:ziorrrri,u:rvriuavrfluri:-ufio,iJourirldqirulu
ug!

-.it\tc,\todq'-on1:n:1i'ltn:rvvnturtll'r n:tuvrv\11?'tu'tLl.rriluLlnlx.rnfuanutuutay!'rv 1,1u?u:ltn't:10fi{?ueiydLl5lyrar:ru1n1:tauo:1a'l

a r n-.: n d r t r o r (ua u o : r n r ( {t r u ) uua v/raE o fr n fi ntu n Yr rj otrJ

5.3 rirauo:rnr (rirru) rvolorfrrrJFuuurrfiourln#urLooru uiorflorfiprnr:rfioranrfl6':uil:vnr:10r1
c v ,-! u

n ounruuo LFr u lr.J:.r L{ou LtJ

s.q n:6firfluurfio1orrfiuinrgrfioruvnfr 2-8 o{Flrrtarfiua 6'orfironar:*aoruraviu:ovjrfi:vrunr:rfi!urav{'oairur
l!

u{Ju cotd chain system fi16'lrsr:tlusrrrLya-ntnru'fi Good Storage Practice (GSP) uay Good Distribution Practice (GDP)

6. uo nar:6uf,unr: rfl ufi uuuq;1uilr u LrFi rfi ur:r u u6 arlu!:v rilflIy ug



9A
[0nd1:Lruuytlu:1un1:yt 5

11 u a u [6 u n n ru#nuilv ro1,'r rc
I

Limaprost tab 5 mcg

t. fiosr Limaprost tab 5 mcg

z. nrualrififr'rkJ

z. t rfluurrfi otf,oirrj:vrru

z.zlu t rfio rJ:vnou6'ra Limaprost 5 mcg

2.3 r::rluuzururtloafru

6n iuduor a rarifi r.rdgr raruv rfl Erugi'rYrL ur rayf, o

uirivrfrnfirrlioeirtdomu uzutu::qEr1odrtfioa6'o.r:vu6oErr ?iruil:vnoufr":urrir6'ru a?'rxrLr:{ iufi'uorErrraruatfizufrn!rrua

a. qruaru-fivrrruunfin

1. ldentification

2. Assay

3. Uniformity of dosage units

4. Disintegration test

5. Retated substance

n:to rirumrlfi :vu"Lu finis hed prod uct specification
,iq-.

n:':0 zutuotut:vu Lu finis hed prod uct specifi cation,'
n:rt rirunrlfr :vulu finished prod uct specification

,;q^a:ti htunl!vr:vu Lu flnished prod uct s pecification

n:ro rjrunrlfr :vl"lu fi nished prod uct specification

L{0u tlj0udl
! . <.i - I vao ^ -Xr.rtauo:rn1no{uuffrt!1n11,!riruuonar: flio!ararufiof,oYu:ortonar:Iour.Jilo'ru1e:1uayLouoo.i1-Jg!

1. tanfflin1:16'iuorlryrnf,uuvue uueirYuultfiodruilrulurJ:vrvrotvru rravrirurot.r (dectare) uydrru6n

t.t h;irrirynr:duvrrrfluusi'riuar leiud uu.z ytu.3 yu.4 uia a.z ufrrudn:fi
3

t.z'[un"rtoflultvtflerutir va.t vio u.1ro{u'lfirauo:lF]'r r,rioil:ruav16uFrfi'r{onr:n.:un!nrurrlr\rolzuf,nfiruq4

srrtlfidulrvrfluu (finished product specification) ruavriorirvuonrunrutorinoFr.l (drug ,uUrt.n.e specification) n:fifi
.-t ; ^od:vvt'jrrnr:rUFuuuuJatturilttfirrfrrav6'o.ruuuronar:nr:rorufilt (u.5) lrrilfotl finished product specification rrav/uio

drug substance specification Toetoturittriouiufirauo:rnr uravl:^jrfiu z fl ru iufirauo:rnr

2. ronar:Yl:o{r.r'r Fr :ilunr:,iAF u1

a ! ao ,

2.1 n:ruurltzunsr'lur.i:stvrolvra ry'ruf;n6'orfitonar:iu:o.rrJrnisrunl:,.,rdnurnrtua'nrnruvirrayi6nr:fr6"lunr:zufisrur

PIC/S (PharmaceuticaI Inspection Co-operation Scheme) lnflvilru.iru PIC/S participating authorities v6o fitonal:

:n:otrrn:grunr:nfinurnlrv#nrnrud'uavi6nr:fi61unr:r.rFnartot;ilfinrrunilvn:iiln1:o'r141:ttayu1 fl:syri?{
; " ita'ri1:ilat frlrirrauof,ulquiln'rrl.JaoFrnao{[tnvllnLvru!nuvantnruquavi6nl:fi61unr:2f;nu1 PIClS luyrL?flEirfrrauoutu

t*dud-;

a r-iu ri r a pr er r xr : o ! n 1 : n : ? a a o uI o u fi r.r a n r : :-u : o r fr l'ln fr ra u o i'r Fn

dil.t fi7il'lAulurtrirqrnFirtl:vtila fr,r]aFrno{!arLu1trl,!0'ruvu{ao:!:o{ilrari'ruflr:zunnutatLluantnrufl[tau!4

-la
i6nr:frffLunr:zu6erur GMP-Ptc/s rolil:vril6frhfinar-irriraonlx.r:ounr:n:?aaolToufihranr:iu:orfiriufrrauo:rnr!r

3. tonal:Frtufl riluo{Eirfi rauo:tnr

3.1 tJanrrfimqitn:rsil'nrunrilria^nfiru"fiur;irrio:rJtosfrzufrn (Certificate of analysis of finished product) lulr
,;, d.
:uvtai tuu9120u1'1

3.2zuanr:m:rcitn:rvfqrunrvl:-nn6ltol6":urrir6'rp (Certificate of anatysis of drug substance) fihjlunr:2fin
' !' d, Y ,^ 

' 
"^;u l t u vr a { tu u fl ? 0 u'r { vr { fl 0.i r..J r.J a a u 1 tta v,.,r,..r a n l Fl 0 et u

9SlC

3.3 tonar:yioudnmu.



3.3 tonar:vSoudnqruduriun':u#llt'ud:vv'jrriunr:rua^rrrLoriorn6uroln-rarrirdry (drug substance) do 3.2 flu

iunr:orfi rlto.r zuf; nniruq{Eir6i', i. ;,1 (finished prod uct) do 3. 1

3.4 ruant:6nur long term stability naoodrtorutorurfiduvrvu]aulirili{rfinlrunruyfl::ufl'l:o'ry'rrttayu't

n:vvr:2{4rfil:ruat

q. 6'rodrlur
- r) e,

ritauo:rnrnordrm"rodrturodrlriou t vriruu::oJituvi f,rrilusr-rrrvruLraq{:1uae16erot6'n:urirunufrrirlruolu!r

-^,Lq.v v
u?1 0 n [u fi xJ! m11? L!fl r.r Flu

5. ni :il:v niun rua rx urfi ei.itl ou

5.1 arrntrofieiulor ov6'ordrc{rrurnrnrirertrYl:o{hanr:Fl:2cirn:ryr,i'uriufirillor"tri
-! , ! , J

5.2 n5iuvt14u?u:11n1:lr1nria!F)10u'r{u'rila{!0ufl\0ff{a:?a?rn:rvunrufl'ry'l 14u?u:ttnt:qvviruurdo5o{to

st-roLiriEir loufrtauo:rnr (frtra)ov6'orcirurufr!6ngtr!sirurufiyilrer:rrn'r:drrl::tirn:ryrirrnyuflur.iiufrqrourirldqjrulu
a , a.i , r,d, r, o dl,- ^n1:Ft:'lQ2LFr:'tvvnrun'tY'J n:rultl,JU?tut[tJtljuLUrrtx]Frfuanufuutol,'nv uu'lu:1fln1:toalrudyrtLu5lvllr:rurnt:tauo:tnlu't

pr-.r n d r r r o r fr ua u o :'r Fn ( {r r u ) ura vzr,rG o fr ri 6 ntu n :sr ri otil

5.3 (rauo:rnr (fr'trr) ov6'or:-uurJfiuuaruflourlnfrv!Fro'ru vEorfiorfrsrnr:uf;olanrrpi':arJ:vnr:1o1 riouritaupr
c q 

'-"i u

LFr u L}.r:.J r{ ou Lfl

s.4 n:niufluurfi6'orrfiuYnurfiorur,lnfi 2-8 o.ifi'rttat6ua elorfironar:rraorruavir-r:ovirfl:vurnr:rffuuuayd'odra'rq!

utlu cold chain system fi16'ltn:Stunrru#ntnu'fi Good Storage Practice (GSP) ruav Good Distribution Practice (GDP)

o. r o n a r : 6 u riu n r : rfl u fr'uu u rir y ril uri rfi u r : r u 16 u rtu il : v ryr fl lu u
!



VA
t0nd15lruuYrlu:1un1:yt 6

:1 u a y Ld u fl n ori'nuruv ranryro r ur

lbandronic acid tab 150 mg

f . fioar lbandronic acid tab i50 mg
*"iu

2. ailauunil':1il

z.t rfluurufional rnfiau?,kir firrr rfioiutj:yuru

Z2lu l. rfiprr.l:vnol6'?uer-'tur tbandronic acid 150 mg

2. 3 u ::tlu uzu l o afr rfl Ei xrv,l o uzi r,li o b [i ste r pack rJ o r riu uuar rra s nr r rLduki

2.4 fi uonar:rirnilaru::alundolur
-:

2.5 luadoll::tn-rud6'or:v! floEJr eirurJ:vnoun-rur;ird6x n?rilr[:{ iur.rfrn iuuuororu ratfinfin *ay

uauuvtfluueiriutr t{rinrcu !uu,.r{ur:e!floeruiof,orrrnr:6r drurJ:vnalpTrurrirrYry n?lLtu:{ iuuloora uayrarfinFsr

t{douru

s. nruauffivr.:rvnfin

1. ldentification n:':oilrunrlfi:vu'lu finished product specification

2. Assay of lbandronic acid 95.0 - 105.00/o L A

3. Content Uniformity sr:torjrusrud:vqlu finished product specification

4. Disintegration time n:ror.lruorlfr:vu"Lu finished product specification

5. Retated Substances Any unspecified degradatlon productlrjuiu O.ZO oZo

[{0u t?J0u6l

.i " < -i - s ydo o - JtiLauo:1n1fl0{uualtuln1fln1uL0nar: ?,r50!a{a1ux.r01J0:u:0{t0na1:LFtur,txtolurc:ruastouflf{lugV

1. tonar:nr:16'Yuorlryrnf,uuvue ausirirurufiodrvrjrulurJ:vrvrfllilu ruavriruo.l (decl.are) uya'lar6n

t.t lurirrYrynr:dururfluuoirilur kiuri ua.z 'tla:'t4t).4 via a.z ird'rurin:rfi
3^

t.2'Lurirtof,ultvtfiuuErr ltEJ.t uio u.1 flo{u1frrauo:rnr nior:rtav16EJn#rdonr:n?uarnrufl'r1^rrorzufrnn1ruq4

gltrfidulryr,lau (finished product specification) uraydorirr,runnrunrntolinn6u (drug ,rbstan." specification) n:fifi
,;

od:vu'jrtnr:til6auuilalurTltrfiltfrlov6'o.ruurtanar:nr:toutfi'lt (u.S)tlr1^{ioxr finished product specification uav/

r,16o drug substance specification Tnutouufrltriouiufitauo:rnr rrast:^irfiu z tl ru iufiuauo:tn'r

2. ronar :iu:0.:ln Fr:Erunr:hrAn u l
a i ^ C , \ , d y 4 v . .lao

2. 1 n:tuu'tvthtar]tuu:uryaLvru tJ0JanFra{}J"0na1:iuro{tJrer:ilun'r:nnournrllla'nrnruvrrtnyl6nr:fro='Lunr:r.rdsr
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