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Solution for injcotiol,5ml

b. Acetylcysteine 200 rng powder

d. Ipratopiun Br 0.25 mg + Fenoteroi HBr

0.5 ng/ml Solution 20 ml
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qfuanu0lv[Ay{']v1,o{rj1 Sevofturane tiq uid 250 m L

t0U1 Sevoflurane liquid 250 nt

w- "i rn d u9tyt? [u

,c4r. ruufi15ava1u La L:J:ta

2. t J:ynoud?uFt-ru1 Sevofl urane

3. !:totuareJuvtlnafivr fl olri'uluar

tftuu'ttluvlJ:51F10{a1!.ttfluo.1tlil.J5ydlJlO.idlU1n1 U'tUnltUs!55A
11.'o raaa - "" u,Jtl]vlr!fl n5ulnL!'t u.to an! Ll ldulrioqr:n n unn

:rr#rarlr:nrio rdrn-l rn6owirlo:v ryuulrfi oaoolld' rfl u:vultJo

leulrjfiorldqrJn:nilairrjrulunr:rfirLrirur rfiorJornyunlrfl{nrsorulro.iu-rFr:.rfiau

0.0370 to 0.1Va (w/w)

1 eirrrrnrrrirsuonar:nr:tpiilolrurndrvrvrfluuei.ri!urrdosirv ruhl:vuyrnly0

+. aarn:vrldour drll:y nold'r ut;iin'rytr6uFr?1u rri.i iuzufru, r.'uutnorrr rnty!2fim

raurvriuueilYuur *avfi nrrylunr:rfi !ynrcrtir'Fruou

5. iuylnorerrorend?i{il0ufr'e{hirio u n.ir t fl uTlorniudriwol

qil6r.rd6y1,itylnfin

fr:'ttzu'ru

99.98-100o/o L.A. of Sevoflurane

7.2745-7.276A at 20 o.iFrlL{arfiua

Not more than 0.22 ppm

Not more than 2 ppm

6. Non-Volatile Residue Not more than 1 mg per 10 ml.

7. Water

r.10 u llj olt 'l

1. Identification test

z. rJil r cun-r u rrir n''tX

3. Refractive index

4. Peroxide

5. FIuoride

ttava'runl (declare) *ueilzu6st
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t.r 1rlrirdrXnr:{uvrsrfi uuoirY!ur (vta.2 T'u.3 nu.+ [drlrrin:fi)

t.t. t lun:fi ufluerrdzudaflurj:vunrrlvru (vrrsfir s.z)

t.t.z lunrnilfl uorrjrrdrrdonr:ur-jw::1 (vrrafir vro.3)

t. t.: 'lun:nirfluarrir uirlrnpirlrJ:vryrn (y:Lrudl uu,4)

J.J
1.2 L!nlt0tura [uuuu'] yru.1 t0,lutttduoilnl

flfo!:reavlSunnr:n1!n nrufl'nllro.iru6orn'rurinudsusuvrvtiuuti (rinished product speciflcation)
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n:nIfrog:vuir.rnr:rr.ldaururjalruittrfirLrfilov6'o.luulronar:raSodrlurntlrirEJro{nr:to*ritrur i
ol Finished product specification
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2 LufttfuvrEjlNaFt tull5s tylFlLllu t,l9'tafl9)o.ttJd^.uln'111n1uut{do5u:0.: .tgEn-un1:i.tafiu.l
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sio{6'Y!nr:i!:orariruralnsaot:rqrlyu :viir :vrfl ndu

3 druurn'r riruronaliqrua-nu srawrrroou.drauo:rnr

3.1 Nanr:er:xaiLn:rsrinrunrnaFsrfiudtor{ru6m (Certifi cate of analysis)

o , ,d , d. -
LxJU 15U114{ tUUnl A U1.:

3.2 nanr:n:roiun:rvrinrunrlinndl (Raw material)

- s - lq 'a ' &
lJ0.tnxu^a1nryT tt tuTrs Han u'r:1.111d.i L1J1.lFl't 0 u 1.:11{fla.i i.t h an u1ttau r.lr.]an't 9tnfl!

3.3 ruanr:finurnrrrLnrd'rh:vsvgrlto.r01 (Long term stabiLity)
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aa o Frt?.i o'r u1Jo.r u'r 11lJLlvlv t1J u 1.j
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5 nr:l:vflunrunr urfidwoLl

5.1 erahirfru t tJ u-utrniudruf sroufiriuriuol

5.2 ur nrrflfi?i.u.ro!

ovfro.rrira'r rurn rrrir u'hir:o.rna nr:i rn:rvriariur,rteiq:.rour o{ ri'r^rf s)
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nfuanu vta lvra.:0,] Enoxaparin sodium prefitl syringe 40 mgy'O.4 ml,

{og1 Enoxaparin sodium prefill syringe 40 mq/0.4 mt

v- .i h
qfud tet=vtx !U

t. ar:asarul:rnornudo

2. rJ:vnoudrusira.t Enoxaparin turn 40 mg luar:auatsli:rrn: 0.4 mt

3. u::lluartlvurdnl:roorn rdo prefiLled Syringe

4. aarn:srriuzu6n, rdau tJviurv!noru, rardrun'n, rarrvriEruriry!urtiaEixdn*ulunrtrsr::o

5. or utor el.rtr?i.r ouolorhirio un.ir t fl rilorniulrrriruau

nruaurifivrr.llvrnfin

1. ldentification n:roajruntld:vdu fintshed product specification

z, r.JBlrrun-rardr6'ry

Anti -Xa activity in tU,zO.4 mt 3600 -4400

Anti - lla activity in lUl0.4 m[ 800_1400

3. Ratio of Anti-Xa/Antflla 33 -5.3

4. pH 5.5 -7 .5

5. Bacterial endotoxins (EUlml) Less than 100

6. Steritity test n:roilrwudrvlJl finished product specifica on

T.Particulatematter srrrnfiir'nr:tt':vllufinishedproductspecification

[.tou[lJ0u6l

1 d'rrurR'rflriruronarrnr:bir"lorlrgrorduvvlu'ur.rol"ryuu*dodrr,rrirsluil:vrvnlye

ttavdruupx (dectare) uyeiurf; n



t.t 1rlrir6'19nr:duvrvrrjaucir:-lur (,na.2 14 .3 MU.4 ird?uriniri)

t.r.t lun:niuiluoryr'rufi mlurj:vrvrolvrs (rarrufi.l vrs.z)

t. 1.2 "lun:nirfl uurdtdrprronr:rrulu::q (ux.rrufil ?u.3)

t. t.g hn:ririluardr rdrqrnFir{l:vrvtfl (ytrsnl vt€r.q)

t.z'hri.rtoduysrfl €luu.r tiu. 1 to,rardrau"r.^.

flfor]:ruavidunnrrFl':unrn ,] rl'{iJo.ril6nnirusimTrvrtiiuvrvrfiouti (rinistred product specification)

n: nifi o d: s v'i r r n'r: u.ld o r: urj a q u ri1.r rfr r 16l o v fior rruuronar:uio<irrrrnrylrirutornr:torui.hrrlri

orl Finished product speciflcation

z lun:nidurrrf,nlur:v*rnbra fir,Fndorfiairrurnrr,rrirararilHofi,:0.: rn:orunr:ftdqE'
!*

n'tlff dnLnrufl't0ntitq [Lnt:r.JdnLtto iniyy:x t?-5-i efl (C[4p)

hurrnart'rauot r uofirir an nrtl:o u n.r:n:?a do u

Iprufi r.ranr:Yu:o{firirfi rdro:rnruavitldr.r6srur

r dJ a.
lun:sir=r|uu ni^.{ rqrnsirl!:ylyn

firua n do':fi;ir rur nrflrir su!-rf,oin:or!r sr:orunr:n6n srnrlr.ra-n un rudir'n r:yr'fflunr:l.r 6n ur

tortJ:vrrnr'iru6m lrio certiflcate of pharmaceuticaI product orirrirannrr:ornlier:,]oflou

losfinanr:il:orfi{iufiraro:rnrttacirdzufrsrur n:niy]riualjul,idnrrvrlnavianlvrdlnqrv

dorteiilnr:Yl:o.ral-lu!alo uaorulrntvr0!:ciirl:vryFtliu

3 dr t!rnrtvrir u ta nat: nrua'nuruc tolrtrro.: EJrd rauo:r n.r

3.1 r.Jfinr:mt.toirn:rvlinrunrlrzu6nfrrusirolril.rfin (Certiflcate of anatysis)
,t A' d -tuu1:1.J 4Iru1./F'tAU1,t

3.2 ruant:n:rlitn:rvdnrunrtr-nnfi I (Raw materiat)

roldrar;ir6'ryd"hilun.r:r.rfifiuri.,ddr rihfii o d rrvirro.: r.yzu finur un yri,ifrnrin n6!

3.3 nanr:6nrgrn.:run{m-r'iu:cuvutrto.tul (Long term stabi[ity)

n a o fl dr.r o r u r a,i s r dduvw rL' u u



q 6'radriEJr

4. 1 firauo:rnrolorai{rr-roeirrurodrlfiou 1 nrio,r

dr rflusr-r !rflu [anr:r uav r6 u fltd'n:u d1r prr rvrt rir v u erlur.l'r do q rua r rifivr-rtri rirr ri'u

5 nr:!:sn-ln run rl urdriorLol

s.t ore'[r]rfi u t fl riurniuvia.rfi noufi,:ilrirror_r

!,
5.2 Uryn i.tqfla x 0!

o v 6'o.q d{ rir rrr n r rirahir:arrunnr:irn:rvr.ior jlviriuorror{r.rfin

s.: 1un:nidvrirarrur,irnr:ai 6'rocirrurdciuorrdoci,:n:.:oirn:rvrinrunrvr

u r a,:rutvriryu-r flo Yo {r o frro eir.: EJr

lqufrrruosdo.:?irrJrrfi!6nnr:rdrrlrLtrv rurrlalrn:rrirn:ryr{uayrirufiylfrprtolrirlddr unr:sr:r

oirn:rvdnruarnuavdrr ra:i'rxJ (Reference standard) lun:ddnu,irur'[:.ilfluherrrlnrudnurusror,ry

u rururoa*uSvrdlriYlfiar:*rnr:,ffu0:rnrarn-rneirrrorfilruuav/ fiio{^6n1un*rrioirl

s.+ {rru6'orYrujarcJ!urfi uynn:drxl.o0r1ndy!nora yllnarrEl

v6o rdo rfinn r: ra'o ran rn riou riryunln utrifi doulr

6

{rrr0uuorfiovh.ivrjru'udourrfiordurn1ufi'nruua-r:ronr:vzunr-u#rprlrfiirirru:rurfiufi

io riur u:r Ioru rd€r riou

z (tro0uoordrvl#ernrana'ryryrrioun:Lrirrauq hn:nidohfi

7.t

v rsrrudorl.rnvl-r*'rgryrnr:l-odoi':lulilflerrdurfiuffiFr uu ru:r'nrrlurniorirulinr:atnruvi o

vio n:vy:r,:aror: ruffr



fl :xar.irun1r.l Finished product specifi cation

95.0-105.0% labeted amount of phenytoin sodium

10 - r2.3 (USP34)

1r.5-r2.1 (BP20r0)

n€uanvtuvtfl lyl,o{U1 Phenytoin Z5O mg/S mt (5 mt)

tou1 Phenytoin 250 mg/s mt (5 mt)

u-.i r
4rudlJUFtll? LrJ

1. uflrar:avaru'la trifi d rJ:rnqrnrfi'o

2. :vnoudr€Jn-rul phenytoin sodium 250 mg'[u 5 mt

4. Bacterial Endotoxin lillrnn,jr 0.3 USp Endotoxin Unit per mg of phenytoin

5. Particulate matter n:xaii.tuFllxt Finished product specification

- tuln > 10 pm lilrfiu OOOO o\fl.tFl,/container

- t1.J1n >25 pm lilrfiu OOO oln1Flcontainer

6. Sterility test n:r .iru

7. Votume in container n:ratjr!

8, Arcoho[ content (firfi) 9.0Vo-11Vo (\JSp 34)

9. Propylene glycol (du') 37.0o/a-43o/o (USp 34)

3 r.r::olunrruvu:rouldnl:rfinrnLdotf,prrrnufrr type | [r!u singte dose uto muttipte dose

4. aarn:vudour eir!!:vnousr-rurrird'ryunvnrruu:,r iuru6n iu?i'orq rardar6nrravrariflsrir./,-,

oirYr EJrtiodrrd'n lo!uu!::ofiruei

qru6 liet'vt1{ryafin

1, ldentification

Z. !:l.l I fl./ O't U 1A'r Flfl r

J. Pr r



t.:ou[lJ0udl

1 eirrurnrvlcireJronar:nr:td:-lourxrnduvrvriuugr"rr-LErrrdosirv r EJlu!: v ly nlii EJ

*asriruql (declare) urarilru6st

t.t h;irdrgnr:firvryrirrltsirr-uelr (,nu.2 14 .3 u.q udltrrin:ni)

t.t.r lun:njrfl uordzu6mlurl:vrvrfitvrEJ (rarrafil yru.z)

t. t.z'lun:niriluulirrdrrvlronr:uuw::1 (rarLrufil vru.l)

t.r.: lun:nirfl usrrjrrdrqrnrirll:yrrn (yurufi,: ns.q)

t.z'Lurirloduvrsr!'uuu1 yru.1 roou..,drar.Jo:r...,

lriou:ri/avrdunnr:n?un!F]6uff1,!ro i'.r6on'rusie]l:.]ddlJ}1vrfiuuli (rinished product specification)

n:iit'o d:vra'ir nr: urjds! uuar rr#[r rli:L rfirLrvdor ull ron ar:uiorir rur nryr rir uror nr:to udhrrri
or.r Finished product specification

z lun:fifiurrJfinlul:vrvrnlru fiiJfifldolfiiirrurnrr.rrir'ufiif,oy!:o.r rn:orrnr:fiFflEJ.r

nrrya-nrnruryiiBnr:dsr'lunr:rJfi fl EJ.rrorn5vyr ix.rdrEr :6udr (cl\4 p)

luurrn srdlauot r 0au-tldr dn n.r:..r:o 1r n1:ni?a aou

1o ufi zua n r : Yu: or fi .liu t' rau o : r n r ua y {ld n fi n u r

lun:nidrfl uurdrrdrqrnFir{l:vr fi

fi2fin frorfirir iurn r r.rrir ur,'irdo Yr:orrrm:orrn r:26n ur nruva-n rn susiidnr:dffhnr:ru6 srar

toltj:v $r nrizufi pr v6o certiflcate of pharmaceutical product al-ln'rqnnrr:our:prilndou

Inur'rJanr:i!:orfirintrrauo:rerruaviufinansr n:nidri,aridrjidnr'.r1lrouionruro-rnqu

dorlfriunr:ir:o.lalil urJnln oan ruq sr'lvra rJ: s dr r]: v rvrnril

3 dr tlrnrl,vrir u uo nar:nrua-nuruy tal,lrrrtao uad ralo:r ua

3. l r,tant:nlxiirn:rvlinrunruzu6nfirudtol{ru6m (Certificate of anatysis)
,t ' A' d, -tu u'r:lJ114 i tu 1_J Ftl 0 U 1 I

3.2 Nanltn:xairn:rvlinrunrlisrnfiu (Raw materiat)

!, -^to.iF tLrdrnryvllr lul.tir.Jdnu rir"riel rUur-r ou Nfiro :r.irrFqur.reyriatFFirq6r,



3.3 o.rnnr:6nurnrrun{frt'Lu:setyUtrro.tul (Long term stabiLity)

naandrlor sto.r g.rddrvrv ri al

4 6'rodrr€rr

q.1 frrauo:rnrfrorellsr-rodrlenodrrflocL 1 nrio.r

dr r{luor-r uvru uaol:r ua v ro'€rnlein:!flru m r r t! rir vu nlu ri'r do n ruarr-r-fir.irhjdrr dr

5 n r: l: v rYu n rua t ll g r t,t'eil u o,_t

s. 1 or ut:.i rfi rl r fl uir o r nirdr.rfi q qLfi liu?iruoL

J,
5.2 Ul n.i'toua.l! ou

ov6'ordl;ir lurnrl,vrir u'luiu:a,i rJa n r:i rn:rvr.iariuvi;ir:rour o wyr.rFsr

s.: lun:rifi rar.ir sqrurir nr:rfu d'rod*ardaiwol ldoeiln:roirn:rvr.iorunrn

v r alruovriryrildoiolro 6': o drrar

InEJ#meJqsei'ol?ilrJrrfi!o'nsr:.Jiirurrfira r umu?i.: n:rriirr:r yr.iuas r{lufi:-lfinto! nirldd r ulu n r: n:r
oitn:rvdnrunrruayari:.J1ni5ru (Reference standard) lun:ddlL.jrEJr!"jrflut!nr!nrufinrgruyravlry

v ru.iruroarr!Rrdtrjiufiorr*.n.:rduo:rnrurer-.ina'rrrLo{airru[acl ra6ox'^finhn:rrriohj

s.+ {'rrudoliluJa!uuurduvrnn:njrfl ourlndy!ororu M:.rfl ilru

viordorfr nnr:rdolanrrriorrirr.ruoTnulrifi rioulr

6

{rr u0u o olvir v1r.ll'ir urrrdo u rtfi n rFr'ur ni',fl'n r uya-ry:.r'nr:v arn llyua'ryryr n-r fir r urr u r6,.fi

5ofrrr u:r udrl rff u rio u

z airruStluotlfi qvlriunrfr na-rurgrrioun:lrirnlpr lun:iiriolrJd

7 .1"

v rulrrrlornnrna'rxryrnr:o-nfiioir:LU1rfie rn'u.rn'!dlo uy ru:rtnr:"ilrnr6otiralinr:atnrr.rd o

uian:vv:rraror:cuqt



n6uanufuc[o1't1sro.lU1 Norepinephrine 4 mg/4 mt injection

{0tJ1 Norepinephrine 4 mg/4 m( injection

d-"i u
q[ud un ?tlj

1. lilusrusrlal:rfl ornldarjslrm: 4 mL

Z. h 1 ml :cnoudrtln-rureirn'ryor Norepinephrine bitartrate 1 mg

3. r::llunrtlvl:rlurinl:rnornrdorfi nurirtjnafl vr *avrloln'uurall6'

.J
4. aarn:yufiout eirt!:vno!qt"rerdrn''iyuavnrr:lut:.r r-un6n iufr'uorq ratnlzufin

uasratrsrfi uu airiuurtiodrsdnlnuul::tnirud

earnuufl'rruvrJT:loeir.rrioorior:vrldoEJru6o?i.ru :cno!6'rur drdryuavnruuu:r

i'13'uoro urav rardardsr

5. orutolurd.irxloupl'orhirioun.ir t iJ o 16or.r rilqrn{ut'eiruou

nrunrrifi rr.lrynfi n (USp34)

t. r-lirrrun-rureir6'rg 90.0-115.0% L.A, of Norepinephrine

2. ldentification test niloairum:.lnu Finlshed product specification

3. Color and clarity rlr?ar.jtufn.in.tr.] Finished product specification

4. Bacterial endotoxins NMT 83.4 USp endotoxin uniVmg of

Norepinephrine

5.pH . 3.0-4.5

6. Particulate matter n:xo'.it1]Fl:,tfltu Finished product speciflca on

7. Steri[ity test n:loairun:.uru Finished product specification

[.!ou[110u'l



l eir u:rnrflrir Ei lo nar:n r:16':-l ourXrnduy v rfisucir:'u a r rdo dryr.ir e,lul:v ry nhU

uava'rrrn.r (declare) uu;jtaf, n

t.t hzird'rXnr:duvrvrfi utpirYrlUr (vt).2 14a.3vro.q urdrurin:nj)

t. r. t lln:niifl uarfi zuamlur]:yryslvra (ra!rufi l u.2)

t. t.z lun:rirfl uurrjrtdrrvl'onr:*llu:T1 (M!1ufi{ yu.3)

r. t.g 'lunrnir{luurdrrdrornsirl :vryn (ulllufi{ ru.4)

t.z hrirroflurcrflulul ytu.1 r,o I r,.,rrlaur r.,u.

lrior:rsav16annr:n'runLn6rJn'rflro.i6rfrni'ruc{qr!dd!ils rflrLuli (rinisned product specification)

n:ridod:vv'irrnr:uJaruurr a':urihrli:.:rfr!qselo{tll.J!rona.r:ra6o;irrrrnrnriruro.inr:rottffl? rri
o:l Finished product speciflcation

z lun:fifigrnfrmlr.^J:cruFilvu firiF0dorflrirrlrnr'vrirurafii6oir:arrrn:5runr:rufrnrr

nrrya"nrnruEii6nr:dffl!nr:ri6nerrrorniyyr:.riaror: qr (GMp)

lu !rn grt'tato.it r gafLlrir a n nrtl:o u nr:n:? aaotl

In EJ:.r'r.ia nr::"!:or firiuvr'rauo:r nr lra yiudr.if,srar

tun:iirrrfl!urdr rdror n rirrl:v ry n

aiArFnrlo 'rfirir rurnrr rir uvrir 6oilro r rrn:rru n r:rufi n u r nrrLya-n rnrus{i6nr:fi61unr:ar6 n sr

tolrj:vtvrrtpi a'fl v6o certifrcate of pharmaceuticaI product orilriraonu:ouriFri.]adou

InEJlr'iian1:iu:erfiqiudrala:roruaviudr.ifiprur n:tivirrirarirhjirjnrur,Lror.lienruro-.:nqu

rlorldiu nr:ir:olodL IlaTn uanrw srlnsr.]:vdrrJ:v rvrnril

3 d'r tutntlrir g ro nar: nrua-nuruv tollrstol grfitd!o:r n I

3. 1 l.tanr:n:roirn:rvrinrunrylruf, mfiruqiroleirJfi sl (Certiflcate of analysis)

luor{udriuilun"rodx

3.2 r,ranrim:xaitn:rvr.inrunrlinndl (Raw material)
v o v +)D .

i.0 iFltu- frleeyttr ll"n^:n6nr- iuf nl,iJun"'r o c,r.:ri'l t ol (ru F n r ruasrirfniorn6l



3.3 r.idnriAn1drFtx1r.tn.ifr1ll]:vuyu.txra{ul (Long term stability)

naood?'! or rrr o.i u.rddlu r ri uu

4 d'roeixur

4.1 rirdlJ o:1n i dol air qr"r o air.r u r o eir l do 0 t n6iol

drrijuqr-ruvruuranr:ruav rdsn16'n:ufir!flr!drirvuqluf'rdoqruarr!6n-rh.Jdxriu

5 nr: :vrirqrunrrardriu,ol

s. t orqtrirfiu r tJ rilarniudr.r6sn!fi.eiuri.irlou

!,
5.2 Ulfln t'tqya.::Ja1i

ov6'o :dr;irrlrn"nri..1"iur.,u.r',rii":rr rirr:lf a r:-olto :air,Fsr

s.: 1un:rifr ra rsrrurirnr:;irdrodrlurfi alualrfio;i.lqr:roirn:rvf nrunrr

v rumros?irufiif, oiorrofr.rodrr u.r

InBri?ruovoiorei{urrfirdanrriirurufiu r u{.rud{ n:rri ro:rvr.iuas rihri:-ufiorolrir'lddr u1u nr:o: r
oitn:rv ncunrl*asd'r:r.J'rn5m1.J (Reference standard) 'hn:ridlvirar'[:.il{]uhsrrrnrufrnrcrusrat,t..ry

v ru.:'rul oaii uSMdhiilfio. rrur n', r,aro:r n r arpir n;irrro r rirr r rra v/ r,1i o e.izu 5 nlu n:rr riotr_l

s.+ ritra6'orYrnlaJururdurnn:fi rdo0rln#y:Leror0 unor€l

y5orfi orfi nnr:rdo!anruriouriryunlorutrir'm'outr

6

{rr a 0roorr'o vlr.{urir ulrudo urrf,n r 6 u, n-u fi'n., o 

" 
o-r, u, n r:v zu nvrildry ryr fii ri?r u:r EJ 16!

J.,
t0 tJl'r 0: r u 01.t Id u fl 0l.J

z l.irru0rluo!fi oylriunrfi ndryrgrrioun:lrirnln 1un:niriohd

7.r

u ruru6'orrinn-udryrgrnr:r-ndoi',,urtiq16€,ii1rffinu ru:rrnr:luln6orlrulBnr:qrnrnd o

v6o n:vlt:t.rdttr:cuacr



q6ua-nuguylay{,luzo.lg,1 Cisatracurium besylate 2 mg/lmlsotution for injection, 5 mt

door Cisatracurium besylate 2 mg/l,mlSotution for injection, 5 mt

qEud!1J9t1t? ttj

t. r{Juar:avarula rJ:roorn rdo rirvyldn

2. "[u 
1 -n. rJ::,'tO!6':uFt-tA t C sat,acuri_m oesytate 2 nq

3. u::ahn1r!vurdnrJ:rntrn rdotfrflltdt type 1 rJimsr:2 ml
-J4. aalnyt!:tnluunrrlvr.t::od'o,l:vlflotr riru!:vnoldtarrirdryrravnrrrl*:,i i'Jfl6et

iuy!noru raryl"iAn lauiuLL'uloiriuEJr trasanrrslunr:r6linrgrlidnrou

ltavaarnLryaonsro a1rflou:vldour riurJ:ynolm-rurcir6,ryuavnrruu:.1 iuy noru
J.

tat l't 9.t a Fr

qrudrffiyl{rynin

1. ldentiflcation ntrrajruqnr:fi:vlh Finished product specification

z. rJilrruor-rur;irn'rX 100_110.0% L,A. of Cisatracurjum besytate

3. pH 33-3.8

4. Sterility test n:ro runufi:vllu Finished product specification

5. Bacteriat endotoxins n:ro runrut{:vd! Flnished product specificatjon

6. Particutate q-al[ey'co^ ta;ner

- l1l_Jtq > 10 pm !.irfru 6000 otnro,/container

- ?xJ'tn >25 lrm lrjrfrri 600 o lrn,/container

t':outll0udl

1 a'rrlrnrwriruronar:nr:toiyuolrprnd'vrsriruriry!urrdodryrirulu :vryflly0
ttas;ir unl (dectare) rrycirrufr st

t. t hrirdrpnr:dlvrslfl uugiryrrur (yft).2 \An.3vu.q ud.r[rin:n:)

t. t. t lun:njrijuurfi arFmlur]:vrvrfllns (r.r 1ufir ya.2)



t.r.z lun:niiiluardrrdridonr:urw::1 (vrLrufir vru.3)

t. t.3 1un:rirfl lordrrdrtrnrirlrj:v ryfi (uxlrufl.i 11u.4)

t.z hrirlodulrv rfiuuur vru.1 tortrfirduo:ror

l'rfo!:ruavrduqnr:n'r!n:.rFrru;n\rro.rzufrmnirudnrlfiduvrvriuut{ (rinisr,ed product specification)

n:nivrro d:sv'irln r:r!d al rrlar uriir uiu r6! qvdo.i [1]! ra nar:uioiir rur nrr rir uro.: nr:ro ufrhlryri
ox.J Finished product specification

z lun:dfia'.rFqrlurJ:vurFlvrEJ firrfiFfiorfirirrrrnrvvcirsurhfioyL:ewim:orunr:ardflur
..t -FnlvlanLn fl nntiliFt[utr:hFaLrtoin:yy:?{?^:"iiuefl (C[,4p)

hyrro gryr'tdt.rot t ua!-tlcir fln fi t x.r: o 1rn 1: frir a 6o!

In EJfi r^ra nr:i!:or firiut'ralo:r nr ua viudr.rf srar

a d! a.
tLr:nIfr t{ltrU rrcj.t rritlrJ:r,un

fi2frndorfirirrurnr rirsuu-rf,o:-L:o'rr'fl:orunr:rJfrnu-rqrur4a'n rnrusiiEnr:fiffiunr:zu6mar

torr.J:vulrnrYr'rdqr vio certificate of pharmaceuticat product aunriransrr:.J:oun1:fli?ado!

lnufirnnr::-u:olfi.riut'raro:rnruavi'dzufinur n:nidplual.ltrihrnrur'huyEonrrglo-.rnau

dorkiilnrt:n:eraduu!nIn€.tanruysrtriu!:viirl:vrvtndlr

3 a'r turn rn rir a to n dr:q rua"nuruv tat,,vr rt oo e,.ld tar.ro:.l"..,

3.1 alanr:n:roirer:rydnrunrlrru6nliru{rol{ar6or (Certificate of analysis)
q , !, a, -tu u 1: u y a.i t! 1_J st? 0u.t i

3.2 tJanr:n:xaitFl:ry nrrunrlrimo6l (Raw materiat)
e o v -'law - i d - , !.t0 tnru- fr1qr!M tt Luir:hdqr -:ufa r,ijugt''rolr :r.Tlt o l(rufisrr, rtuas#^Fq innF!

3.3 alanr:6nurnrrln.rm-.th:vUygtttolar (Long term stabiLity)

n a o n d'r.: o r eJ r a.9 u.r lr'duvr 
" 

rfi u u

4 pr"loeiriEJr

4. t riiauorrnr6'oreirn-rodrlurodr{riou 1 n.iol

dru{Jusr-r uvruuanr:r uav rdunlein:ud.un.,vrrrirvuerlr.,.l'rdonruarri6y-rhrdxri'u



5 n 1:l is rYu n run ly,JU r d ?i.uJ o 1l

I 'a d J -5.1 Olq $rlnu 1 U 1.J1J01ntl]fr astoud.li1.J?i.i:JOU

J,
5.1 u tfl n {.tftyld.u.tou

osd'o.rdldrlurnrlriru1ril:orruanr:ire:rv urit"tr?irxJouroi{,zuAFr

dJ,
5.3 1un:aifr vrjr iJ{ rurirnl:dtqr-rodrrurdri.llloL rdodw:rqirn:rvr.iqrunrr

yrir urrttoclirfi t-t"{6oiorro sr"ro drr €r.1

Inufirrsosdo.r?iftJrrfi!o'nsrT sirurrdv ?umu?i.im:rairn:rvriruavriufiyuftoro!rirl{iiru.hnr:n:r

oirn:rv#nrunTrulaval:r.r'rn:r1u (Reference standard) lun:fidvrl.irort irfluhJnrrqrudnu gra rv
u'hu{ruroa{ru?vrdtrl:nfior:rurn.:rauo:rnrurpl-{nd,torqi3rouav/ r.16o{rufior1un:e.rriohj

,-J
5.4 rJ?1u!fio.0iu! Aslur6rrrnn:ni,ltou,lln,irr"oro ruru.'tq

viordorfi nnr:rdoranrnriouniyunlnulilfi riodr

6

{rro0uuorviovlrir,rrirurrudourrf,nrdsrn-!dnruva-{v n n r:v q1nrvuf,ry ryr rir rjr r u: r u 16 r y
)a,

toft r'rtJ:'tuoutdEtn ou

z {traOuuoldovlrian16nii'rlryrrioun:uriryr:n lun:nidohd

7.t

ur.jrEj{ruFl'o,irinr'r-udryryrnr:o-ndoiuurtf,nrdurfi',,ffinuy rs:rrnr:hrniorjruv3nr:arnr d e

uSon:ay:rrarrr:ruat



nrud'nrirusta lvl,a.:u'l Acetylcysteine 200 mg powder

1.6oar Acetylcystelne 200 mg powder
-^t u

2.qfud lJeryrx LU

1. Lflufl1iJ.i

2. livnol]dxu Acetylcysteine 200 mgAo.i

3. l::11unrtuvtloaf,li fl orrirnrudl
.1 ,4. aalniv!f,0u r ;ir liv nou6'x ur;ir d6u uav nxllrrL:.r ill i.laa il8uorl uarfieiFfl *asrar

nv rfiuucirir srliuu',odr,ruuu,.,rrnfirud ttror.riovao ovionriolviofiruio) 
'uaraarnruunr 

err
tr ai

Nsotltlrxovso aoourdo ourrioo6'o.i:v!0our 3of,ovl.xnliril 14iodx!rJ:vnar ySortlrnnlu
-: d - qu-

tt:.rlJ0.:ur xLfrL01q "d'Lvrria9r | )flotQu

3- orua rri6lr rs rm nin
1, ldentification

z. rJBr r ru frr ariir drX

3. Uniformity of dosage units

4.pH

5. Moisture content

nixatjlwrl!i5vLl1u flnished product specification

90.0-110.0% labeLed amount of AcetyLcysteine

(calculated on dried basis)

o:xar.lruflr fi:vllu flnished product specification

fl:xai.iluar d:vllu finished product specification

gr:xai.iruartlfiiv!h finished product specificatlon

tJanl:n:xaitFr:'rvriqrunrrmrr Raw materiat specification fr tnvrvtiuu

5.1 dr rurnrl,{rirrJ ronffr:ar:'16':-!ou[urnduvrv r!'uugir:-!er r 
rodrvxir€J'lu :vr FJ'l u rravrir!rfl')

(declare) ttv6i.izuAer
3

s.t.t h;ir dqnr:flunv riauor'ri!ur (nu.2 vtu.3 vru.+ *drrrrin:ni)
! ^"

5. t . L t 'Lr,n:nj.tjr.u^fir. For'lr.Lrs uva'lvu (v]l1ufi.r vru.2)

s. t. t.z hn:nirflrrlrdrrdr rlia nr:u! m::-e (y:rrufi r yEl.3)

s. t. t.: lun:nirfluurdruirqlnrirrl:vrflfl (vlrlufi{ vu.4)z-
5.1.2 'h ri'rtof,w1v triuuu'r vru,1 1ro'rurfrrdtloi'lnr lrio :runvtdunnl:n'rlrFnro n'rl{ro.i

-3 -.i , .j
t FruiruvrFl:Jfr;! :'LluLLi (Fi'rished proouct specficar'on) ':nifror-:vvjrtrr:116u!."!at"i3tt:-
rrir rfrrovor'or ttrlro ndrtv5oGir tt,t1n1flrirutornr:to t!fi1fl!lriolJ Finished product specification

-i5.2 rUfl: rU11U',tft der ruu:v Ll1fllvu fift6 n6',orfirir rrrnrrrirauf':Fail:o.l:lrn561unr:ri6nur mr3.l

vdnrnruq{i6nr:fi6'tun1:zuAFU'rro.iniv11:'r.id1i'liruar (GA,4P) ltrvilrneirfird!oeJlua!i!6irqnnrx.r:ounr:
! -!-ntlid0L Lflljx] an t5:u:0.1fli J1.J11"auo: tFn llav Jl-Jv9.n9ru't

. ^A c"lunr fifr riluo rrir rqlr ornsir': :srvrt frru6n6'ori;ir rurnr rilsvu-.rf,oiu:o{ rsr:or!nr:i.rFsr

ur nl:rvdntnruflia6nr:fif ilnr:r.r6 n u1t o r :urvn#tJen r.16o Certificate of pharmaceutical product

a!-!6llqfl a r:.rio!fl1: Fl:': oao! Io ufir a nr:f!:orflriud rauo:rnr uavirfizufrsrur n:dfi6'rol-r:h1dq 4 u v \ '- rnr:il:olofiurjalnuanrtlver'lvrrj:vrirrj:vrvrrtrirltl']lel LYIUY:O,.^13 r0 1fl q1y r0{ !n:1

5.3 rirrurnr rjlurond1:qrudnu6uvralr'rvroiu'rfi !d!oi1n1



5.3,1 zuaa1:n:'raitni1vdnrun1flruafl:irudto.r{'n6n (Certificate of analysis) luuriud:il riJl
rll0ul.t

5.3.2 ruanr:n:roitn:rvr.inruntlrt-mndl (Raw material) tor6'rorairdrgfihTiuarrru6nEJri!d,v
d.i r! 1..J0110 u'l.i yl{ 1- O t h fi F 0rU1ltnY tJ tJa F't fitF FtL

5.3.3 zuanr:finrcrnrrln.ld':h:vovurrto.rar (Long term stability) naoqdrlor atolurfidxl
vlv l! gl.J

s.4 6'rotixur

5.4.1 frraro:rordordrer-'todrr€Jrodr rriou t nrior fir lfluo'r uvnrrraox:ruavrdunleiFr:!frru
i" -^.i q

nufr riryuo Lulrit oe ruarffi y'rhjrlr I fru

s.s nr:rJ:vfiuqeun'1fl ltfi ?i.tr.to!

5.5.1 orqtrirfi I t tl rilarnilfi nf, moln'lir.r;iuol
5.5.2 urunmnfiri.:rol ov6'oldrrir rurnrrrirahiu:ornanr:iun:rsr{uliudriouruoro

zui.ta n
-_^.1 4J ' ' tr .l ,

5.5.J LXJn:[UVll,lt.]',]U { 11.Jli',]fl1:AX.t9t't0 U1.i Ul A.i}.t011n!0d.in:'laltft5lvynrun111 yulu.lluavli,t
yrirdaiorrofi'roeiriur Tnu frr1u o s 6'o ld I ur lfi!6 n nr:liirlrlfiur.itsl1ud.in:?ai rFl:1yr.irua v rflu

{ir.lfintolerhi"i €J'Lu. 
- :0 :': oi un:rvdq runrvl,.e v arr ur n:rru (Refe.ence standard) lun:rid11uxru11

rflutrJnrrqrufinrvruvta rv vrlturrwroa nuAvdhji!fiqr: 1nr:rduoilFnrlrq-rn6jrrra{rir1uttavl y6o
!,"

iiNaFt Lun:.in6t LtJ

aJ q, ! ,

5.5.4 2L',ru9-o itutlldutrrl6tl.Jynt: tx.ldL1lnd o01u yl.tFl01u y501 0"Ran1)-[dor]afll nou
" . s ,.:] "n1vuo Lnri L!!L{ ou Lll

3 - - -:5.6 rJrr uduuoufrov'Lr,iuur urruda urtin tdurd!flnruya-,lr,llnnr:vzunt,liua'nflrfi!rirr et:rs r6:r- ' { ---d-r"'ii'-- -'.--
v:at{t'tu519autdunou

s.z {tru0uaordovl#anrfi nd'rprgrrioln:rriryun hn:fi riotrJd

5.7.1 y x u'ir!60{zu nfli1.Ja'erU1n1:i'ndo:'T ilurrfin rd ur fi'udlFruvilr u:rrn1i'hrniodl u
-!!:n1:dfln1flvl 6 v: 0 n: u 11:'l i a 1n 1: [;t] fi li



nru6'nurusto.lu1 lpratopium Br 0.25 mg + Fenoterol HBr 0.5 mglml Sol.ution 20 mt

1.flou'l lpratopium Br 0.25 mg + Fenotero[ HBr 0.5 mq,uml Solution 20 m[

n6ufix.r!a
a. "" t ".,--1. riluurdl ilnalnrfio"[a 1rifif, ;irraYdrin'lrnialyiuan ( Nebutizer )

2. :vno!6tuFt-rur Fenoterol hydrobromide 0.5 mg./ml. ttay lpratopium bromide 0.25

mg/mt. rJ3lrn:l:rl 20 mt

3. 1]irlhritus!::1tiqafr1itt u utllj multiple dose
_ J - - ",!4. Adln:v!lJ0Ul d't1.J!:v n 0L Fn u I aln ru[auF]'t'l tt:.1 xl.Juan xud1J0rq

J.
[atvt]ea!!AvLat v tU UUfil1l1J b1 l'lO U1'lt0'.AUUUlJll1t ryl

.JJA,n: ulvr1Jl:aL!1?ftu1 fla1n!l]n1u!vL::10u1.lu0uFlo.15v!{0u11450

ai :urj:vnor-6'1urdr6'ru.rasetrl.r:.r Suduo^r, rrns rardzu6n

1. ldentification n:rqFlrwrlld:vdlt Finished oroduct

specification

Z. rJitrrur;t'rurairdrX 90.0-110,0 7o labeted amount of Fenoterol HBr

Iag

lpratopium Br

3.pH n:roairr.rn,l}]v!:vlJ1] Finished product

specification

4. lmpurities ( Degradation product )

- Fenoterol degradation impurity A kjlfiu t Zo

(2(1-p-hydroxyphenyLll-methylethyl-

4,6,9-trihy dt axy -1,2 3,q-

tetrahydroisoquinotine hydrobromide)

- lpratropium degradation impurity tilufru Z Zo

(8s'isopropyl-3 
B-hydroxytropanium

bromide )

5.Activeingredientdecomposition rt:roairr:mud:vlJtFinishedproduct

specification

6. Minimum fill n:rlriru

7. lron tilrf,u r ppm

8. Microbial limit test yio sterility test 9)ixoi.i'Il.J

14r.r'ru!r4el - Flruffr]lifi 1.rrrninluto 4 uas do S orqldondolflrielld,li'td



Ja
ft A n'l5fl51A'l tO:'l vynfllfl'11,\ fi lll Raw materiat specjtication llQftltyLUUU

4. r{ou tl.Jou'l

4.1 a'1r1.r1niflrirurondr:nr:tdil-r01.{ryrnfluyylrluudrilur rfioqjry rs'tlrj:vuro'lya

rrav;i'rrrq.r (declare) ttyrilaran
:

4.t. t'h;irnrpnr:fiufl urfi u!$irYuul (yftJ.2 vu.3 vtg.4 udxLrrinrni)

q. t. t. r 1un:ritfl urrvrrruFnlurj:vurotyu (1r:rrerfi r fl r 2)

q.t.t.z lL':6irtiue rd^.drur'onr:.rr, rr:tn (? ^ue'{ yu.3)

q.r.t.glun:nirfllrurriridrornsirl :sryfi (u!rufi{ u.4)
:^

q. t.z"lt dr"tofiu v.eruu ryo.1 1.oiu1frLaLo:rnr
!J

fl50:Jil Uas tou n n1:otlJ Fl:.JFt fuu'11\10 { r.ldfl n [ufl ptl:.]tlJ1.Jyts ru B1,l Ii (Finished product specification)
-! , ' ; , q tr - .

n:nlfrod:vrair.rnr: u.Jfiuutt!ar[tfrLtrfr!tfr!ivfro{rruL] roadri Soairntrnlyrri'luflo.inrtro[dtrr.]tti

ox..t Finished product specification

4.2 !U1t tutlUltJ d9r lLrljty.y @llvlu htJce]a0t dltu'tt - 1.,{F']1141.J te dilJl d.3L'ot:s^unltNdat 1

!sqllvanr flis1lltf Ll.Jf' shant.to.lttuflStrd'5'Dfudfl (GMP)

luvrrorsrfi rauor r uaLiu6ir a fl F rr.r:aL nri n:'ra aou
J v.l-

laLLr.ierl:5u: 0 :n rxLyr "d1.J0:lntt[aulLl1ha9]ut
t dJ d
.un:rLr.r- uu til.ttnIfl Ft t.i :LLltFl

!o
tJanFr0.i a1t!rn1 0 r uyu.ld0:lJ:0.i:.1'tF:nt!n'l:fta n u1n1 uafltntugt'tonlivtFll!n1:rJamul

to.iltvI rleir.ian u5*o Certificate of pharmaceuticat product o!i!6i1qflnr:]:oLnltfl:']oaou
! " I - -J-lnaf,ruanr:il:orflrilfr ralo:rnruayiufrsrFotur n:nivr-riuqliutfldr rur'hruyionrurdrnnu

dorld:"r-nr:il: oraftr.t alnuacruynllrur- :vdtrJ:s.lrnr"sr"

4.3 dl tu'ur'tflfi'r u to n ati nrua-nrgtuv taurrtol I rd rduo:r nr

4.3.1 fla nr:0tix ai rn:rclin run I riFetnlfudra l''infin (Certificate of analysis)
6 ';' a. -Luu'1:uva It!u911618J't i

4.3.2 hnfl r:ml'tiirn:tyrinrunrlrinnfr u (Raw material)
- , - + At t - , Z

eJ0{9r'tu"tdlFrqJvrlll[1-Jn1:2aflu'l:u14a{ t!!F']o u'1.1}1.110.1zu i.la n gl tta vrJ ria fliaf fiLivn
4.3.3 nanr:flnurnrt!n r6":'t!:vrJvurtro{01 (Long term stability)

n a o ftfl? 'l o 1u I 0.{ u'rvl? u vt s t1l €l1.1

q.q d'roerrr ur

4.4. t {raua:rnrfior;irfrrodrrurodrlriou t nriol
4d -f,lrihsrilrfluuaor: ru dvLABnl6n:!d]wr!frrirfiw1ul4xrlonruarl"fivr"rhjdrrdu

4.5 n15!5v-Lnfut't1\L t11d.i 0L



4.5.i oirlrirfi! t iJ riro^niudruFsrqudriua uo!
4.5.2 EJ'rrnmnd?irro!

nv6orei.:dr uurnrrrir ului!:ovJanr:i rn:rvrierrird?ir!arro.wir.rFsr
o aJ ' ' !' i ,

4.5.3 !un5 vl14uxL.i'r1.Jt1t1:4 9'JAUl{U1t61$r0UtflAe.ifrt:XAatnSlyUnrUUly{

yu? u.i'11.1{ v ytl yu.t do 5 0.i 10 fr10 u'r 't u'r

-l a , J ,

Inurirrunvdo r;ilurrfi!o'nnrrsirur!fryuru{rua{n:rqirn:rvliIacrilurii!fifltoLJFirl{dru'ttnr:n:r

oirn:rvr.lnrunrruavdl5:l1Fl:E'ru (Reference standard) lun:ridlluirurlrirfluhntlnrua'nuruvtanrv
, - i,i ,- - - - - " 

' , , 
"14U1L,lTXtl0fl'l',tUA115 LU:U1 0'r:rUrnl:tAUO:1n^U',tn{nA^'t1l0vJtJ-u[[eu,/ ytouurifl lun5{F0 LU

q.5.q tirru6'oriur Huuurdu nn:oirr:'au{n#y nolL urnaru
a J - ) , . . ",dal v

14:O $rO tnn n'l: !4 0!frt111n 01Jfl Tyufi Lfi u tL:J[.loxJ Lr

4.6
d a, , a - . - irirru0!uo frov'lfin ru ruflo€JtiJf,fl rfiEJ1rilrfin1uua".:yr.rornr:vanlVua'qryrn-l{rru:rutFlra

Ja,
5A r.l1'tu51riouLfl fl ft au

- J o- .
4. / r.reJ1urrr.rLox.r11ov u,{unldndqryrrioun:LfiluuFt lun:rfi riohjd

4.7 .L

vrircqludo{tinfliud'rururnr:6'ndoiuEJrtiflrdurfruffiFruvriru:rrn1:lurn6orircLl:-nr:arnrvrd 6
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