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4m\JtJ'l-IU~~a li1\Jul•J,-11JA11m'1u'!Ja~~1un 1t.€ 1ni111~11" (ci1ii> . ' 
, .. .J • tJ ~ ~ il . .r,, w ~ ~ v 

5'0.tt° 1\Jn1W\'1Lil0311U.'l.tJ'n ULilOi'111 l::ffllll1fl11l "n na Ol'IU uRl1lJ'!lll\.1ltllltHO'.J 

rftltJillLc11Jll'l::1fo~un\iii"1"fi1'iii;iilu'llll~ ~~i.1 T111 .; 'iu'liluti'~nii11tmim \hJ~r " 1La::~tJia1a ... a UiililYltiL~Ln 
1a~f'i1t'11~1ut111 1~111;ill 

o,o.b ~~wi111v1~\J1::nir1umiin011~V14v1\ln~N~il1i.Jffi~ lflt1~r;{iiufm<1uil'J::1iunfa~ 

1'111~vmv t"'l ~nn~~wr~ LIJ 'ttii' 
(GJ) ~~"1i'fl W tr;i'i \Jtn~ ~(ill111L~\J~~:: 1mun11~\il~ cmiamtii'i\J~'111~ 1LLlll °WL ~!J~ 

i:1111.h::lv<tJtH1unu 1-1~vii1bultl't1ivnu@i\Jfm 1\lt.11 1v~u 111~ilit11n1~01,u1 ~'fi Jau1~1\'Ji.i111111-1}<1c1111rn11nu 

n\Jrftli.illLl'l\J!l11!1a\. mm~1m!1m'Un11Ll'l\I 11fl1 "1;a<!a'i1n1::n1n-nf'5F "i.l11lUn11U11J!l111'1 

(111) n1™1n11i,4at11.f ~rl'fia\\Jai'lriall1Li111f1111J ~!J"11UILri~~,.._,-,_ i.1;am::YLufia 

(G'.) n1ru~ul\J~ uv 1L~v1nu (Ii>)(~) ,,,70 (en) fl'1J~ri1"1ufllun!Jm::V1n~ ~~a•in 

fl11J111111ttJn!j"11J11J-l1A'1v011~V1~a~'1~1 ~1L'11 ni1ui11111li'1191m"-i! 

.. ... n11\J{iUil01111J n~M1J11J 111A::1::1 \iuu 

l u1:;\1i1~1:: u::na1 m~~a ~iiuiilLl'l\Juvfbi'ftJ011Fi'flL~ -n 1"1L \Juq'IJ1uPia~tlfi~11111J\1ftn 



•"'· ninh::wu1:mn1w~Uii~1u'llo~~\h::not1n1, 

~~....,1111111uirnu1wani•ufi1i~nuuH1La~'il9l111«iyiy1'!J!l ~DuivLauvttli;tium1i;'"1 

L~ent~LtlU~'!J1m~at11111t.htL~uwan1nlij\Wi~1u'!JeN~1.h:maum~ 
~ ~ v.J .., ..llt ...... v .. ,_!. ,...J . v d v 
'Vl~U i..1n~!JU'!J!lLi'IUil'VIL ~1\Jn1~M1u.mnwu1u1ntu'l'l'Vln111ufl'iJt~m:: ~\Jn1wu'!JilLi'IU!l 

i..1ai1iil\!l\!1f1\Jf~'lfif lii1A111 
. . -
\ 1\.11fl~\Jll11'1lli1U 

iju1P111 bct"::>b 



'i1tlill:Lat191f1Na'ntiM:LQYl1:1L\.IU~1tJU>Otl11011~91,ilL';,,liw.tv1 
rl 

l<'l'lnl OOQ /md:blo 

11vn11il • Erythropoietin alfa er ooo iu/cl'oo mcl for injection pre-fllled syringe 

\ll1l.Jth::01l'lh~vw1u1a1un~~m1::~Y1'11lL\!l'tl~fllJ ~~~1'i\!IQ\Jt1111101ti 

•· iilu:i Erythropoietin alfa ct:,ooo lu/cl'c-".l mcl for Injection pre-filled syringe 

1:1. ""~ •""'• •• -:=:i"l lt I 
\o.11) 1,\JllUU -. ;Ju ~ ti l • "c:il ~........ u .. ., • • 

L \'11"li!t:i11tl l! '1Plt 10L'!fil ll1Vl"i\JQ91 '1r.J1Vll.~ Ll.lt:/Vl1tlL'!l1Vllll01LilllMM1 

lo.lo a1U\h::OO\J - \J"l:mouM1t1fi'1v1 ~ec mbtnant erythropo et n pha d'.,ooo lu d'.oo mcl 

lu m pre~fillecl S> 1ng 11ai:\l"l11'1~10 human ser .m albumin 

lo.en ll1'tJU::\J"i"i'\l - \J"l"llllu111'tlu::u111_!.I h t1t.,11'1'11m.fa'tlii111 pre fill· d syringe 11a:\Ja~'1lJLlil~ 
le>.<£ mnn - 111'Uu::uii~9i'r~i:: I~•'"' <11lJ\J"li:m1u ~1t.11<!1fiq, 11ai:r111lJ111~ 1'1luii911u 

V1lJ11101~ La'!l~uiiir Lll'tJYltLiiau~hfuo111a::a11111:'.clm1Lnu7'n\11l''ilu1~ 
<fflllL\l\J 

-
---
'"" d ' tJ "iit,.,, Q(l10\JIJVlll!l\l\U1 < 01~\Jil!.1'1!l~1t:'lj'll!l!J1 \'ITU "it:Oil\J9\'W1 11'11~ LLtltfl11lJll"i~ 

1 u V1l.J\lla1EJ La1iilr.11111 Hau1~il'111L\lu 

"'· fl1Yl!11Uft111~Ll'fillft 
r.Jiln1"i91"i1'1'iLl'l"i1t"111Wll1l'tLUIJ',\J9I IJ f P1shed product specifico ion 11n;. Drug ubstance 

specification il61~iNmnLJ1a11~1~umT\:Lt u1nu ~~19''191Y1::Lii!Nfiari1i!n~ ut1N::m1l.lrn11Jw1111a:: 
!.11 mt:Yl11~i'l'lti1"lN~t ,f~ifui.r11~1i'u\i(i111~e ;O~LU\JOWviL;;!.l\JLvi1ll~O lllin111J1~~§1U.tii1'1!~1i'\J 
t . ~ -\119111\JllU~ 

. ·-
flnli1lJtm'll14 ~ Y111il111 BP 1r>o111cl' 

c;i. Identification . ~'i1'1U1'1Jlll"ll.J~'~'<'l" fin shed product 

specification -
I!>. Bioloi:ical assay 

. Potency in polycythaemic mice ( n ®-~ LA of Eryt ropoiet1n alfa 

vivo) ao-<1>~ LA of Eryt ropoiet1n alfa 

.. ~ 
(<WtJ!l) ............................ . ................................ tl'itG1Uf\11 01, 

(U1~i111~n l,~111 'ljt\ll.J1-U°t.J) 

.. ~ 
(M'U!l) .............. ............. ................. n~'ilJ n1, (M~'el) ..... ... .. ...... . ... t. ................. M'il.J01'i 

(u1~111111"U~ 1\llu!luu~) (u1~1111\ Jt11111'16 ~vihl 

. ' 

' I 



-
- Potency in normocythaemic mice 

(in vivo) - ' .J ~ i>Wl'Je.J1'Ull\11JVl~~'4 'U fini ;hed product 

- Immunoassay (in vitro) 1-tiu ELISA specificat ion 

'Vl;il EIA, RIA 

"'· pH . 'c.b -gi.<£ 

«'.. Sterility - ' d ~ lll~1'Jt.11'Ull\11JVl'i~'4 'U finished product 

·- seecification 
-

d'.. Bacterial endotoxin - NMT 20 IU/ 10,000 IU of erythropoietin 

b . Dimers and rel ated substances Size - exclusion chromatography 

of higher molecular mass ('Vl;o - NMT 1!>.o% 

Aggregate protein) 

"'Ill Drug substance si;iecificat io n · Erythropoietin concentrated solutio n Ce) 
-

f!Will.Jm'i'l'l1~tVIAUl'I BP 2015 

G>. Ident ification - lll'i1\JW1'lJm1l~'i~\!1'lJ drug substance specifica 

le. Biol ogical assay (Potency) 

~II ~H e.J'1 tn7 lll7'l \Jo £h~ t i;io ti 'N'VIU~ 
- In polycythaemic mice (in vivo) - NL T 100,000 IU/mq protein 

- In normocythaemic mice (in vivo) - NL T 100,000 IU/m_g protein 

''" Protein content - C::o-G>i!Jo% of the stated concentration 

«'.. Amino ao d sequence analysis . m1'JU1lllll1lJvi~~\JL .J drug substance specifica 

~. Peptide mapping - 1'1~1'JU1'Ull\11.J~~::\J'L -:.i drug substance specifica 

D. Sialic acid - NLT mo m ol of silllic acid (calculate as N-

acetylneuraminic acid ) per mole of 

erythropoietin 

vi. Bacterial endotoxins - NMT !!Jo IU/moo,ooo IU of eryth1o poietin 

~- Impurity 

- Host cell d erived protein - lll'i1'Jti1um1.1~w'4\u drug substance specifica 

- Host cell and vector derived DNA - 1'111'JU1Ulll11J~~::\,!1'U drug substance specifica 

«. Dimers and related substances of "ii~her Size - exclusion chro matography 

molecular mass (1'1;0 aggregate protem) NMTlo.o % 

d ~µ/ 
(M'U!l)....... .. ... .. ... ... .. ... ........ . .... , .................. ...... \h::ll1Uf1'l~~ffl~ 

{'IJ1~1'111!lii1771U '4'lJ111oH!J) 

' Ov--
(;;i~:/io) .................... .................... ... m'i1Jn1~ "' r (<i~"Ua) ........... ................................... nn11m1 

('ln~11111~t'l i'llltluu 'U9il ('lJ1~'1'l1~1Jlll1'l'16 ~YJ1li) 



'IUl1!JLVl'l 

m. O'HU~'il'll'l'lt Lii,nm~~n1·n1'u (wa vE' n~1'l111v11ou11m1~'1,1EJmit tmiuLLillMLoni11,V1i\n~1u 
~~n~11~~,uo~if9i~1EJ 

1!>. Drug substance specification W'iJ iru1~:n ntu1Lfl'l'1::'1'!11l~~r.iiilll d1 -.Jg substance Vllu1u'iLm1t1·1 

druo substance '!ID~l7r.i~'llv1'1~1~'il 11.l ouu 111lOU1JVI~~ ~~iin1i'll'l'1'iJ iLfli1t"1Pl"!tJ'l'lnt-l1\io~ri1V11Jt1 , . . 
"'· O'HUfl!Ui11. ~'1'11~1'1'11'1Ufl'UIJW1lne · 111~1, 'l!El~UU'l1Jll'i1fl1W'1'i~1t1l m 1-ll'IV1U1il\l'i;:n~,. tml'unu • • • 

flilVllii'il'llll~flll\JtMilJ01'l'\l"ltf111'1~1f' 1! 1 • 

.. 1 .i 
H illL'!!illJ'l 

Gl <i11u1111vnh!JL!l0111i01~1~w1Jll't'l! l'll~U'l'ltlUIJ1JPl1~UU1L~ll~1VIU1!/lu\htLVlf'IL'l'IU LLilt'11u'11~ 
(declare) uVl~~r.iii'll 

G).G) lua A(\!01~~1J'l'ltlVIJ1J?i'i'tJt , V11J l!> 'l'llJ.cn 'l'l!J.a'. ua"lullin1ru) 

G> .,,_.,, lun1Ril11\Juu1rwi\9 lutJ1t1'l'lt'li'l'lu l'1n ui'i-1 'l'!a.to 

8l <JI.I!> lun11iii!1\Jua1i:11.U 1;ill 11uti-it111'ij v1nai'i~ v u."' 

GJ.m.cn tumiiii!1\Ju,ni:111i' 'iJ1nfi1-i\h::1V1l'I V1lJ1aii-1 'l'l!J .ct 

m.l!:l \Uf'i1'!11l~tJ'l'ltLUtJ1J!J1 'l'ltJ.8!/l .dl 'IJEHIJ1viLi11Ji!,1f'l1 yjoj'EllJ'i11J ~tL~lJfl'11'iJ!l01'il'l1tJ?JlJ?JNfliYt 
'!IEHr.iil111nru'1'111ll~~U'l'ltLUa'l.I (fir ishcd product specification) 11t,;'!lri1VIU'll~N01l~'IJ!l~1111~i\u 
(drug substance specification) l'iri:~otjitV111~01,1tl~vuut111~i.Ol'!IL~lJl9ilJ 'iJ::M!HU\ltJLllOl1' 1 

a11u1111•,ci1amiui!W11'!1 (V.ct) 1. 1Y1~!llJ finished p<oduct spec 1cation u<1::/V1~D Drug 

substanre specification l flt. 11D1.ru triou1utli::ml'ltl'itmfl'i1fl" 511in'l'l~1Junii 11i'::'WLnu I!> \J tu 

i'W-s::n l'ltl1::mfl11A1ii1ii01110 mi 

I!>. Ltl nil1'if\J'S!l~lJ1'1'l'~11J011r.laill!J1 

It>.~ nrtiii1rne.1§(1J!t1tlwmr-1hw ~iJ~111~a~iiL!lna11~\J'iD~l.11l117.lJ1Wl111J~ill!J1'111lJV1timniu'9i11<1:: 
iS01,~;i'lu011r.i~'ll!J1 PIC/S (Pha1 <naceu tical Inspection Co-op ration Scheme) L\11£JVIU1!J~1\l 
PIC/S participating authorities Vli o ii1on<111i'ui!l~lJ1fll!j1ur· 'fi~'l1V1P111mamnNo;i1111::1om~ ~;i 
t ' .t~ -'• .r r -
1J01WCl!lltJ1'l!O~n1\l0~11Jfl!ll::fl~~ J01)CJ1"11iue1::v1 m::'1'i1~l"1ll 1ru1111 'U>101111ufm.11i1Ul.lfll'l1l 

Htiflflati~ e1::~fl1Vi!Jllnti~<in1J1ru.r 11a1 'ic011Yitilur1,ua111v1P1:1s hJ~mf1a1;iL11uaii1e oU\Jfh"" • 
'111l.J~lltJO ~f111'illlll\J Lflui'.lu11n'l"i~ v1!l lii~1u"1.b::011'1\J'l' ::01\il11fl1i .ii nm !liin~ 
1v.1o nnili1{Juen1h,T11111nuh~tJ1:: tiff ~r.ia'llti!l~il1on1111-i'u11J~l.l1 1~1umiw~lllt11 111l.lwamnru·~ 
ua~15m~~ffiun1'1J~9HJ1 GMP lll~!l GMP/PICs (Pharmaceutica l nspection Co-operation 

Science) LflUVIU1tJn1J PIC/S part >cipatlng authorities UU\Jel11'f'1 111ll1!l\J01'Sm11J<1a\JL9l!Jilr.ian11 

~\J'i!l~O~~U\l'St011'ltl'i::mlill1miiL ~f'l-111.lUO~ ~~lltl1~'11tiaf1~\'I LLll1U.i01rii 

(r.i;io) .......................... . t ..... . . ................ ..... t11::a11J1111 1m1 

(u1~a11llii in\lJ \j(\!ll1ia) 

d &v 
(1'1~110) .. .. ..... ......... ........................ O'lllJ f11'i (a~iD). ........ ....... .+. ...................... O'l'l'lJn1'S 

(u1~1111i<J1 i''>luviJti,j) cu1~i'111~u°',111a ~'1'111il 



''" Lona11f!11U11Yl'IJO~a1YlLau•n1111 ~1Lt. 1111'1ci1a) 
m.G) 1.1an1;m1ll'iLm1i:'l-1fjru111nt:.1?11111icu'i'l'!Jt1~~t.1il1J1 (Certification of analysis) 1u1J1i'J~li~Li'lu 
R'1av1~ 

m.!i 1.1e101~m11l'iLt'l~1::i.1f!ru111n-l•q~\J1lil~~11J1a1~1l! (Drug substance) vtl1itun11r.i~?11J1iuYia~ 
1\J\JWiav1~~~'1Ja~~r.iafl1J1L1a::~r.ifi 1111q~u 
"'·"' 1un1til1i'uvt:aiiuuu11J11nnrri 2 il ll::~o~iia1Lu1111'1'lci1a:.iar 11'1n1'11 Long tum stability 

1111lJ~~UL hlJLii1J 1 umL\i!JUIJ11J11l'1> ~ ita:: lllli'u01"la~1.n.ii'uio~L!Jf I ,,,ll1 mrnei1u1\l'tJe~U"i~vt 
v 

1 ... ..t - ... • ~ v Q 0 • - ..,, ..J..I 
m.6'. Un5lU'OUVl::L'U!JUU1lJ1U(llJff} 2 u l)::IJl!H1J61LU1111l'lCl1U:.lcU 1'51'101'11A11lJl'l~ "1'11iHIJ11111ln11JU 

l~lJL~1J1Uvt::LiilJUIJ11J1LL'1\ll~ Llllti~ l\Jn1~1HU11Ji'U11HL0m"1171l1n~nei1u11l'il'il~U,,;-VI 
m.d'. a1L\J'U11'1itl1!Jf.l!I01i;im;1t'l11:.Jfl~f1i•ii~n1ia::a11J L111::/vt°it1L• a11·Hlu;1vha:: 1tfl'H1 
1'17U01\JlL<l::cH)\llt'li\'iJ~fi\JLilna1~n1ri\m ('St\jUlW1~n,NIJ1~tiLL\J\Jt:.1 1 ) 
~ ' <i'.. f\1ilU1~1J1 

<J'..G) ~U1U1)711'11vlcNl'l~~18V1~U1ill 1~U1l!J m vt'lh!J\J71~ii'ruti ~~Lt J'1'1LLVIULl'1f1~11tJa::LglJ~l~ 
l'l1umu t111lJilrt1-.ru111.un'6'!lf!rua1 in1~1l\J-U1~9lu 

(r. m~tli::nUf!OJ111WU1~~~1JiJ\J (LLIWI L(l 'la11m1i'utl1tnu) 

.r.8) oiliri~11au9i'o~ihn~l~t\b. uaL011 8) \J 1iti~1n1ua~1J£J'U 
tr.to 1J1vin~1i;iv1ii~lJO\J ll ::~£!~_, ·it· L u 1111'1'lci1a 1 \J i'uw~~am'i91 1'1'iLm1::i.1u1i11~~~1J!lt1 
d'..91 mN~VIU1fJ'l1'001'llhr1'$l!1Jr1iJU1~!J1~li~IJ(l\JLYi!lri~IJln'1 .Lf'l'l"ltll"lNfl1YI V11J,1fJ11'!!n111lt 

vi1V1tT~~!lfa~,,ll~'lilli1~ Lfll ~'!l v~"~a~~~v11~1Jan911u~1u11oi .inh,n111m-iti~j ·n'1iLl'lntli 

Llllla i'J\.~i\J~fl'!Je\JPi1 luv1u~Ln ~1-va~ t Un11\;l~1'1ill'l'i"lti.1l')OJ11' fl mtil~YIU111J'IWL U\I 1 U911)J 

f'INiTO"'(UtLQYl1tVIU'lU11'!! 011t 01'1 nual'lt'Wi'uii;i1~M01'Hll'U 111'11U1ft~nii11 ao~ W,,1uua: I 
• • • ...,1 o~i:.i ~111 l uf'li'~violtl 

.., ... ~ .. I..: ...; .. - v 0 d • ...I .. , I 

tr.er 1;!1> 1!J'1t91tl~)\JL uatJUtJ" UJE 1 Lr<IYlJfl81~ Vl1ilu.tiJLOfl01'lU" Oll<lfl'm;il1fJtl'1tn11 '", O!l'IJ 

thvt\Jlil l\lllJ la.iii L~(IU L '!! 

ct.d'. 1::uun11Ln\JL1t1t~flri~t. "~i lLUULl\J 'U Cold chain system 1111111fl'l~1u911lJmimnMI 
good storage practice (GSP) u 1t ~ood distribution practice GDP) 1111uwifl~Luna11tl1tnt\J 

~-~LatJa'!1111 (~'0111) 1i-uvalJt-Humi:n.r. J11ena1ol'l1un1V11ol'I ti'~d 
o.~ n1tii:.111n11~lJm1ll'lLf'lntli ~1tl1J1 nnw'ivtu11'11'1!11fo1'iL1'l'lV 111id'.lu1tlfA111111~1Jj1\I 
illrf'lm.61 

b.to mr1:.iii111nru'llu111uflD~m;1 milu;iu'11nli'il~lilet1i;ilflori1-Un~ 1ufltutm'ilJm11l1vt1'11U1::a1 

1u,j1~L1 <l1'0 il~ Ii!\!!\! 1 'J:: ~ il'J t1!1 t 

IA~ 
<11~0) ................................................................. \ht1num1lJr11 

(u1~a11aih1 .cu 'l'l!111iul 

(ii~~£J) ........... ~ ..... .. ...... .. .. . n 'i'ilJ01'i 

(u1~a11,;',,1 f fluauu91J 

.. ,._,. 
(a~'!l!ll............... . . .................... .. .1 l1lJn11 

(u1~0111~u?11'a6 ervt1ol 



• 

b."' n 'i Iii Vi ull ty'>rn'l uun mnm.1 i111.ri' ru ,\ ~ !11~ i'i ~e.i 11 Pi !JU 'it ill'l 5 e.i 11 .Lil:: 1'111lJ 1.l<i !l~ Ii !J 91 !l ~ tJ1 u ~ 
1.J~\J!J'l 

v1 1-1t.i"w'i1,,n· -;,,aa~1ua,,tui{vn•11 ui;. ~iAncu'1v1~ihJ'i~\lmiv r- ~uilul111i:llf ,,rn.; 1\1 

f'lru:m'l''ilJn1'l'll1'v11111<itin lu 'i::u1a1i11 "' i'.lritJu1utl~t n1f'IU'it n1?1, f'l1fa~nl'l·rnii nil 

a. n'l'cihtlu.\J'U!J1~L\'.J'U Freeze dried 'owder 1-1'ill1tlu.urnn Solution 1'U'll1~U.rl1!J10tlltl'i11'1~1nL~!l . ~ . 
~::~ti~i'i·rn'!l'U 'qlil~\ln'i!Um,\"101 (• l'l'::rtiumu Syfr1ge "' ml, Ne. dle ih1-1~u~fll'I 'illt<i1u u.<it 

Needle a11-1i'lJOlil lflU'U'i'>~Ltl'U'qlilL U10UY>falJ~1tJ) l1,a1'1'i1'11l (I) <I'! 

1-11J1vL1-191 : 61~a~~1n 

6l = British Pharmacopoeia ~o"'<t 

- v (fl~ il) ................................ "' ,, ........................... tl'itli1l.10'1lJf' 'i 

(U1~\'111llih'i IN \!rJlJ1~V) 

-' cSv--
('1 ~'IJ!l ) .............. ... ............ ... ...... ..... . n'i'ilJff'l, (tl~~el...... ..... .... ..... ..~ ............. m'ilJn1'i 

(l.11~'111~'Ut'11<i6 'll'li3) 



... 

'i1u11:aavt1iiwlin\!tw=1.ow1::u'Uu'ti1mvna11011~"~u1.1'tliiw~v1 
Ul'tl;; oolu I lucrblu 

j 

11v011'11 lo Hydralazine hydrochloride Incl' mg tablet 

1111ut11:: n1At1 ~'W v1u1111nna'il'W1 ::q'W1,,,1." 'tlfl"" ~ ~"' i'" fl u11 , , ,, o'lii 

_..,l 
IJ. Q!Ul11J\Jfl'll'L\J 

Ill.ti j \Jit\J\J 

lr>.lc ti1u\Ji::m.1u 

le.en ll11f'U::\Jn~ 

lo.er oinn 

- ~ "'. ~ ru a 11\Jfl Y11~ LYJ flu fl 

Hydralazine hydrochloride met.' mg tablet 

L UUV1u°l~U'l~!J'U 11 'Yl-i''Ui'\Jtl~::YnU 
\Ji::n!l\J~1(J11· (J1 >iydrolazine hydrochlorid Yll'llJ~l'ln\J I lyJralc1zine 1!Kt' 

mg tu .., uifl 
\J'!'l~l'ULLU~D~: 1,;:t11vlevil 'll"ia blister pack i:a~nuua~lfl' 
'!::~~av, nu h:: oufi1011hA'f\!1Lil::t'l1'l111Li 11'"U1-1iiP1 iuii'ua1Q 111~uiilil 
Lil'l!Yl::Liiau ii•i'\Jt., W1::i601,Ln\Jsm:nu1 He u1~1iflL'luuuu,,~J1MI 

1.J\JLUN!fl tlr/1-t llU ~ lH,~~lltml"ill~ll'll1~ n1~ 1 ibuth ::Oll'UU'1::1JU1flfl11~ 
LL 'i~'l!ll~V'lLll'l!V° ~~, iuil'uti1tJ Hi~L~\J • 

Niln1i1J1111Ji1.fl,1::\1~run1 m\iu\1Jfl11J Finished product specification LL<l:: Drug 

substance specification vi ~1~ i)~ ~ 1mn °''!l;\'1fuu um~ v1nu ~~16\'ll~'ll:: L tlvu1'i a.;1un~1'J 
t .. ..!" 0 .., ~ "" • " 1"I " • .. + .. f'lru::n111J01'iil1'111'illil::u1 OW'll11 ~ii t!" < 'Uil'U YI ~'Ulll .i'U~1'!\J'll 1 ':l()'l lNOlil~L \J\JQ\J\J'll L YIU\J L '1'11'\l'!'il 

• 
hnin111J101'i6'uuia'l!.i,5t1l~~1'i'tmi1~ 

en• Finis; 1:2roduct <~ifiratioo<->.C• 
. 

Test Item I BP lllo•en USP""~ 

1.li1J1ru1l1t 1i1A''I! 
.xi::.o-mo t o ob l A of Hydralazine c:<o.o·mmo.0% LA of Hydralazine 

"'· HCL HCl -
lrl. ldentificat on 91~111r.J1\J m111;.1u 

--
Dissolution test 

mm1v1i.itJ()!J i11 o1o% of the LA 011:<1'ltihhjevni1 ei.t%(QJ o f the LA 
en. 

of Hydralazir.e HCl tu <1'..t'. t11\ii of H} :Jralazine HCl l'U <1'..t'. \J'lVJ -ct. Uniformity of 
lll,11leJ1\J IJl'!111' 'l'U 

Dosage units 

.t'. limit of I NMT o.o:l:% -
Hydrazine 

" 11Jwv (a~11el....... ..... . .............................................. .. .. ·' 71:51uni,1Jn1, 

'\l" 1<111aii1,,ru '4!\lin<ij'vJ 

~ rJlv 
(il~'l!ll) ............................ ................ n~~1Jr ,, (<1~~ci) ....................... ~ ......... ... nnlJm1 

(1J'l~a111,-'I!~ 'i'91utiuullll (IJ1~. 11~1J~11fl6 <IVl \li) • 



en m Drusi substance specificatjgn · Hydralazine HCl (el.<•> 
Test Item BP lDo• cn USP en~ 

C((;j,4 •10G>.0% of c;(;;i.O - G)0().0% cf 

,.i;lJ1ru"1a1<'i1ili'qi 
Hyd al<I ine HCl H dralazine HCL 

G). 
(Calt ulated on the dried (C.ilculated on the dried 

sub;tance) basis) 

~. Identification ' ll1'1H.nU ' 11111\l~IU 

'11. Appearance of solution 111'1\~1\o -
0::. pH cn,<i' ct.II) "' t'. - ct.~ 

<t. Limit of Hydrazine NMT ~io ppm N AT O.OOCll% 

Any mp roty : for each 
T tat impurit es NI.AT mo% 

b . Related substances imp 1rity, 

N'.Al o.lo% 
(Exclude the sol~ent peak) 

vi. Heavy metals l~M "o ppm N'AT 0.00"% 

"'· Loss on drying NM o.<1'% N'.AT o.<1:% 
<;<, Sulfated ash NM1 0.01% -
mo. Residue on ignition . NMT 0.111% 

mGJ. Water - insoluble 

substances 
NMT o.cl'.% 

to. Drug sub:.tance specification ~"11,C\111.11nt1..1i1m1::lliie~€t.1i11' dr~ substance 'l1ieltJi1m1::-J 

druo substance 'll&ili't.1i101v11h1~1.1· \J 01!1..1lflo1!1..1'Vlli~ ~~nm~01n\l 1f'l,1t~fl,'Ul'lml1.Ue;lri1wu¥1 , v • 

en. M Nf'll1Jl'l1JU9i\'l1~1 \'lf'IUt'l'll!l~!J1'Vli () r91 l)~'U jj !51~5~ t 'Ulll.r'll9i 1i'1..1!J"I 11'1n110l 111.l'i lt'ln:ai''tle~~ lil'U iJ 

,,1111 hioi ,~ n1..1111'1'1l9hr1..1011uYit, ~,.v1t11i1\J·nm1l'I 'VI~ e1i'1~~ ~ll11lJl11.r'tJ~1i\ruEJm \oluEJ1.11n\J'.i::m?1 

n~::m1~C1101,ru'1'1l 1Yie t '11ii~1m111• 1~-Uu \ '11~un'Ufli'l!Jw;j'1'1l!l~Rru::m ,1Jm1\J,t n'lfl, 11'11v1 • • 

.. Qi\ \J") 
(fl~'ll<l}....... .... . . .. . .. . .. ....... . '. ......... ..... .............. ...... 1 h::G1'U n1Wn1., 

(\J 1 ~l'111vii1~~1U ~'ym'li'v) 

" ~ (i\~11'1)............ . ............................. m ,1Jr ,, (11~~e) .... ..... ............. 1~ ..... ........ m~1lm~ 
.. , ... "' .. 



.i ' 
L~i!Uhi5\J'] 

..,, d1 Lt11111wa1vLilna1'l01'l 1~f Uiltf '1!1fl~'lJ'Vl ::t iivt1~11'u v11tla ~1"1U1 !J t utl 'l::t'VI fl L 'VI ima::d 1u1;M 

(declare) Lmfi~i:ii'\91 

G\.G\ tu<i1A'cyms~u'Vl::Luau~1~ua1 vw.lE> 'Vl!J.m 'Vl!J.G'. ~1u9imcii) 
G\. G\.G\ tumiiiv11i'.Juv1v1t-1~'111uus::L'V11'1\Y1a Vlinaih viv.I!> 

t ..,. .,J ~ . ... ..I ' d 

G>.G\.I!> \10S(lJVILU'U!J1'U1L'!l1L\~iln1'lU\J~\J'i'i~ 1'1l.J1!JM Vl!J.m 

(i).(;).m lumru~Li~'LIV1U1L cif 1'!1fl~1~\J~~L 'VII"! 'VllJ1tJO~ 'YI() .It 

c;i . l!l t \JA'l'lli!~'lJVl::L u u\Ju1 viu .G>/!.i ·"' 'lli!~!.11~ Lil\Ji!'l'll'l1 v15a1Js1ua:: L~!J\11ir1.Ua01sl'\1\J~l.Jf1tU111\'l 
ii-eNt-1ii'llnru<rlm lJYl'1uvi:: L ti vu ' finished product specificaticn) uii::.Ulln1'111l\11 f'!IU111'ri'lla~ 
i'flQ~\J (drug substance specification) mru~!ltj'lZWl1~n1~l\J~IJ\JLLu<l~ Llm'llLfilH&ilJ \l::iiiti~ 
LL'U\JLtina1~ii1tu1111-wri1 on1s'IJti Um'll (EJ.<!:) lJ1W~!llJ finished product specification LLii::/ 

'11~6 Drug substance specificat ion 1\11!J'!lilUITT'!lriau1uuw1nr1tl1::m\1111R1ii1~nvi1auna 

LL<i::bJLiiu 1!l u ru 1'u\J'l:;ml"ttl'l::mm1R1eh~n'Vl1annfl' 
lo. LilOll1'l'i°U16~lJ1'1l'i' ~1'U01'i' i:Jft,l!J1 

l!l. G> n 'l ciJif t.1'1fJ~'11Utir::1'11 Fl l ·vw ~~ft \!I iii 6~ iit 6 n<11'lf1.J'l il41J 191'l,lj1 'lln1 'l ti ft Ill !J 1 m lJ'llii m n (lJ on LL<I :: 

115011~mumsi:ia'll!J1 PIC/S (Dharmaceutical Inspect ion Co-operation Scheme) L\111J 

'llU1!J ~1u PIC/ S participatin authorit ies "11a ii1ana11~U'lll~l.J1fl'l.Jl1'Un1'i'H~lll!.11\111lJ 

'llii mn'1J~ LL<i::1ii n 1 'l~ ~1un1 W a\11tJ1'llil~<i1un~1\ll'I ClJ!!O'i 'i ll111'lil1'1111 lt<l ::1J1 n'i::Vl'i14 

ll131'l '1J61'tl ~ ~ n'l'll'U vit'u L Iii £,jj f'l"l 1lJ'1 Cl\111'1~ ()~ LL<l::Vl Iii L Yi !J l.J n \J\llli m n ru'I\' LL '<I:: 1 G n 1'I~ffi\J011 ti a~ 
u1 PIC/S 1 u'll l.J1 lil!J1~ La\lil'll1 tJ 12'1u•h~vi111·1" 'l <11..1111 'llll 'l1 ~aau1 Iii vii i:i a n11~1..1 'lti~i'i~1\I 
ti 'i:: n1l'lu 'l:: m \11'i1 m ii Lft n 'VI $il i: n~ 

i.,.is n 1 tiJVft iJu tJ 71'1tv1117 mi 7.Jtl 1~ t >i Fl ~"' ii '11 oil<J ~ii Lll na 11fu~<M lJ1 1A 'l ll1'U n 1'it1iiIii v11)11l.J . ~ 

'lllarnnru'llu<i::1&m'ivi~u011t.1~111 tJ1 GMP \11~0 GMP/ PICs (Pharmaceut ical Inspection Co· 

operation Science) L\111J\.!th H1\I PIC/S participatins authcrities ouufi1~1'1 M 11W'Un1'i 

~ 'i1'illl !JU'{ Iii !J ii tl<I n1'i'i°1.J'i il~ii~1I.I\J1:: n 1l'ltl'i~m\11'i1mii La ()VI 'i e>ii n,;' 'lll ~Cl Cl 1 Qlll a illiliiVl LI .r 1 LL~ 
~ ()'l(lJ 

m. li!Oa1l~ClJl1 1Vi'tlilW1~Ll:l'lJil'l1 R1 ( fl1L\J 111"1'1'1 ti1 !.I) 

m.IS) f..111 n1'im1~i1m1::~~ruf11Vtt1~1il .ti'Nti1nri1L ~~iu'tl!l~~i:ialil ( CPrt ification of analysis of 

Finished product) tuenit.vl'1.1Li'Ju(ii1eiv1~ 
m.ID l'lf1n1-.wn<i'iLf'l'l1t~l')tlJl11Ytill' 'l~\J'llEJ~l'i'l!J'1~1?i'l]J (Certification of analysis o f Drug 

substance) vrt 'lilu011t1ii11t1'lii.Vi<1~Li'.lu~1vti1~.,f ~'Ua~~i:iiilil~1um~~t1illil'i'lllq~u 
m.'11 Lvnin1\11~'il 1-1iln~1uii 'UU'UA11 ;..1 '1m~udi ::wh4i'U n11 t:i~\11 'tl ti~1 'llti~U'!I a~~·w1i; 1'1i l1J (Drug 

substance) -U'!l m.l!l riuiu011~~11:'tla~t-1~lil.ti'ru'fia1~1L~\l~\J (Finished product) iia m.© 

(M~!l) ........................... e.N.."!!./ ................... \i·r~1nunnl.lm1 
(1.11 J<l11!lii17'l'IU '-!'1!1J1i£J) 

., ~ 
(a~'lla) ............................................ m 'ilJn' 'i " c/" (<w1.1a)........... . . ......... r············ .. ........ nnu01'i 



01.ci:\\Jn1iii~\JV1:n\fotw1l.l1l.nn n'h I!) 11 '1t'1D~iid1Lu1111\•1t:hur.i<11111~n't!l1 Long term stability 

'11l.l~du L Yi1nPilJ t uV1~1 \ivuv11- mMH 111lt \f i'un1~ll~\J1l.li1 !1!l~ LDmn,•nn~il!hu1\J 'tla~ • 
~~ 

tm;VI 

01.ct'.l\Jn1NoftiV1::1ii1.1'llt11iJ1U!ltJm1 !> t ~~D~iid11\J1ffrnci1v~11n 1Rmnfl11lJtHF1'tl!l~U1fl1m 
~\JI ~lJ1PilJ t \Jl'ltl \iv\Jv11J11uw1~ um: l9\i\m11Mu1lJ~u11Nuint' 11<J1n~iiv1\J1<J'i. a~u1iVI 

oc. !111a!l1~!J1 
<i'..G>~111uanm 9\o~ri~9!1v!l1~u1at 1~irav '" 'l1u1vu11~niu'li 11~Lnu1li111Y1u11i1PH~11;11::1~!J(i)l~ 

fl,UO"ltJ9l1llvlri1'11\Jfl lu\11i'c;11r J<u1~,t1 \ \J.U1~~ u 
.r. n11t11::n\J'!IW11'1'1!J1~1h11llu (llll~~mnt111n11i'ut11::nu> 

cr.aiu1~a~1Jou9la~jjD1~t<&'t~uvu 111 m v uu\J1n-luii~11<iv 
ct.l:>!J1"j0~1~~il~lJtlV \J::'1a~il~ii1Lt.1J)1l'l01UL\Ji'U1£l~t.1'101Wl'i1\J111'l1'1t'1v1iu~ri~i.mu 

.. .; • - • ' u • ,.j .J .. ,J ~ , ' 
.t'.O'I 01NVIV11J1 !J~1"11n1,Vl1 rn1 't" '11!l!J1~!J1Vl11UI ll'Ul'W !l'1~m1 I) Hl'I 11:Vl"!N111l'l '1'11J1!J, 1"11017'JI:' 

,f1ml'~ ~DiD~'!law1ath~ LO\!J~t u~::ili' il~ .foem filJEinP1111~1u 1ui' 1-1u1u1111011<1~' 11ll'i1f111::v 

iu11:1tJu~wiiM0Vfi1li111t 'i1r !J1t<i~t\Jm191111111fl11::Vf!NSl w n1cii~'nvntr"Wd'.Ju\\lt11l. 
f!ruti'n1:1ru::m11n:: 'l1ti1u1111m111aa~1\JaV1~hi~uw\J1'iru1m,L. u0>1'lf'l'lv1~~nw11110~ ~111t. 

.. u .. , ~·~ti 
l.lllt/'11'itl~U'191 I Uf'l1~910 L 

cr.ci:~1111Jll::;f ti-li'1J 1tl~vuv11i1mn tmi\111111!!1 EJ '11 "itillJmii(i) m ~ L~ 11 u~ fl 1'Vl~'Wti 5ll n 15191 i ria<J 
n1'11Uf \91u Uiii1~mJl11 

t>. ~1t1ua1,"1 <~111ul liuvm1t~unuhN'l!l\!1riaufl1un'l'tl\Jft ti'~n 
t>.G> n1tii11<1mi~11m1<J11"11::~u-id i1flr111'iV1u1l'l1a11imiu l'l~U 'J.i1 ~"' 1 \1111111>J1111i! u~D01'11'Llfl 
ti.ID n1ciir.iii111nru'1v111i1'1U ~fl L1vnL1iufiu<J'lnYf0>~11111191 t91mhuM •• ut'l nw m 111nTrn 1111i1.111:m1 

t \J'li1~1 'l'111Jll~ii'l!'l!1\Jt€l)\Jt1J1 ~ 
b."' n, liiv1 u il l\!'111flru11'lv.ll1 nr.i ~,.fl J;iii ti 1\l ri ~ u 11 ~ v\J 1:: ~VI 51111-'llt o111111tl fl v oiJi to Pi 1.. ~ti 1 u ~lfli'u 

!J'l 

w. '4\i1 IJ ~1 'Un 'I ~'Ua lln IJfl "'alsi~u~ \)11 OJ1 II i\1'! n OJ '1u ,yjij,J,::i~ \I nl; !J mnu A '\j Ltl!J d 1 '7 M 'l'U 

fll11J::011iJn1101'1111.1.i'J::tJ11u1::tJ::L7 i'l1 .,, \Jriou1u \11::n1f1\11::n 'lfi 111'1'101~ n'11eil nil 

(a~~ill................ .... . . ........... ............... .. tli ~inum·mm1 
(\J1~'111Di'bi,ru 1.),(\!>J1-5'!J) 

. o/' 
(a.rill)............... .. ......................... n~·nm1 

., ·~' ... " 



... .... ti ., J( ., -I. 
'J'ltJ il::LvVflf!Niln'l:IN::LQV.1::u.-u\J'Vl1fJL!lnfl11n11'\lft'llilL1'!1JlN"rlfl1 

d 
Ll't'!l'Vl oo wmcf'.b\Ei 

1'lEJn1~ "' Metfo min hydrochloride lt:o o mg Tablet 

lll11J\h::n1l'It'I~WV1'U 1il a1J L~ '\!W 'J::fJW 'J11H~'ll'lllllJ ~ ~\.li'llliJ'U "'l1 '!Hi1il 

o.. hUl MPtformin hydrochloride <too mg Tablet 

lo R,.IYll1lWii W 
~ .... 3tl11\J'I. 

l!JJo ii1u\l,~na\J 

~.Q'l 11-n!Ut\J')'i~ 

lo.«'. 0<11n 

m. ~rua11im'l11~rnflile 

LlJ'IJ!J1\£f'1J .IPl'i\Jtl1::Vl1'1J 

\h:ma\Jfl1E ~1V1 metformin hydrochloritJe ct'.oo mg h1 G1 Lri~ 

\J'i1~lt1m1~ ~iiLi:amfae<i ll;il blister pac tum1~tlfll'IUV1 

\JU\J,,'lnN'l'i 'it\l~ev1 ci1'lHh:meu9i'1m~ '1'tlJLLil::fll111Ju.-,~ -ru 
... ... .: .J.. • • .._ - "' • 

llllPI 1U<'IUil 1Q Lil'!IVllJllPI Ltl,,VltL\JU\1911'i\JU Wl1:1lin11Ln\J1ni;1 

t.J1 Hii1h~'lf~1L<JU ............ ... - "' ... 
\J1Jll11n.:>V' 1"!'1<'11J~<IV1 'Cl!J1~\l!l!JP1il~1;;~t 'l!J1 ll1tl1Jill114f 11f'11 

-.bu\li::nat. LLll::"Uu1~m1111114t1!l~1J1 rn"Uvi ii'1 iuii'ue1Q 1illb14 

iflL<JU 

el<ln110'11\ilL1'111::\1FINll1'WLUU1\Jm1J rinished producl specification L\<I:: Drug 
' 

substance specification Ylti'1~a~<J1'1Ll1~11~1i'\JOU\JL1iu1nu ~~\f), illl::L\i1JU.i1Ja1\in41u 
:: .¥ ... ., .... ., ., .... ~ ~ ... ..,; 

1'1CU::m~lJn1'j1Jimi11a1m1 n'it:Y'i1~·11611Nq'U 'VWlllJ1<'1'1JPl1~\JY1l'llil1~'C)~ll)!J~LVU\l\J\JY1 

L ~V\J L vi 1 ll~ tl \ WIJn111J10l 1 §1\1 Lil U'!l ,j1 ft/ 11i1 i' \JW~~ 
Fi ' hd d ·r.. -~· m.G> nis e pro uct spec• 1cat1on 

Test Item USP m'b 

(1l tJ:j1J1ru9i1111a1~ll! 
«ct:.o - iiO\t.0% of the LA of « ".o-moct'..0% of the stated 

amount v1etforrr11n HCl 

lo. identification ' (l1~')1)~1'U 01~11Jr.11u - - - --1 
111. Dissolution FnQIJ'l\I fl'S1~eh1.1 

ct.impurity 

Any indiv dual NMT o.m% 

- total NM I o.b% 

d'.. Uniformity of dosage 'n11lli1\i 

units 
I 

.. ~4/ 
(M'lftl) ........... ........... .. ............................ t hi:51Uf'INt:nnlJn11 

(\11~1'111!JihiiN \rJU"liV) 

' ~ 
(ll~~tl)................. . ...... ............... O'l'>lJn1~ 

cu1~11111~'lll ~1lllfouu9ll 

.. v 
(twua) ............... 

1 
................ m~lJ1 ,, 

(u1~'111~ur·11l'tv ~'Vl1li) 



111.ID Dru g substance specification • 

Test Item USP 111'o BP ID0•111 
-

Gl. \Ji)J1ClJ~1tJ1'11~fl! 
c:<C:.d' G10G1.0% of Metformin c:<c: d'. ~om.0% of Metformin 

HCl (dr ed OilSis) HCl (cried basis) -
ID. Identification test \Jli1\1~1 \J \Jln\l~nu 

... Residue on ignition NMT 0.11% - -
c. Heavy metals NMT G>oJ?pm Maxi!" um G>O ppm 

«. Organic impurities 

- Metformin relate cpdA NMl 00~% lmpu ty A : NMT o.oD% 

- Any other impurity NM 0 JI% Any o her impurity: f .MT 

- Total impurity NMT o t9b 0.8>% 

"'· Loss on drying NMT o.%:% Maxir um o . .t: % 

"' Sulfate ash - Maxi!' um o.'1>% 

'MlJ1tJL'M9j : 

Cl). niru~11\Jll'l:auvuu.v~n11L1u (v.aivel n17lll~11rnt1u'iLm1 ~t.11 n.in11t~ 1.,;'d1Ju.l'l\Jl~rnmn'l 
V1<i'n~1u~~mh'im1>1i'u!liili~~1t 

lo. Dru~ substance specificat1or ih11iru1\l1ntu'iLm1~"1'!Jtl~~U~9\ drug substdn<.e '117etu 
'iu•1'l1::\l drug substance '!i!l~~;.iiifltJ1d1L ~11iu 11uui111ouu~1~~ ;~jjm1fl111l'iu•111~t.11'11 Ul'jn 
... ... ..I • 
'\111J~Jl'ln'l\1Ufl 

en. u11n1111"1'il'iLl'l1'lt'l1f!tllll'l\'ltJ11\.'llhlf'llJ Finished produc specification U.flt Drug 

substance specification ~( 1~i51~1m11a'!flli1i'uournfiv-;nu ~~\ti~fl'1'11aiit1t.9imhun~w 
l'lru::n'l'lJJm'lt11'MTnrn::v1 n· ~,,, ~111t111NM1 ...T~d'1mi'l!i 1i'u~ .Ua1~i5~'1iHL i'.luoiJu~ • 
LVivu1vi1V1'1Vl'Muni1 mt\itijL, 1J\Hvi1 t~~1aua'l1f11u.uua11" 1L11a'l!Pi'li'uliu1 u'ltMium'l 

~ll1'lCU1~~ twff'U n\J~'1 !J~U'il'!Jll~ lnlt mil.ln1,\.11::mi;i111'11~ L~ n'I" it1\ino1 

dflvlwfv'J 
~111uo:'lfl'l~O~~\Ja1L\J1fl'l'Wri1! L!lni11, ,.,!)1l'1~fl1!JUtl~tJ5°\J10 IL!lnl'11itfltJ~jj~,u111 

.. u -
11!Jll~Lll!J~l11~U 

1 UU $ N 0 • .,j 0 • ·• - 1 1 j • · Lfln1111n· 11f11\Jll'lj(\!1f1'!J'U'lltl\JU\ 111 ·.\J!J1l'Vl!l'il1'Vltl1tJ1uu'l!:L'll'l1 tJ U.lll!n11lfl~ 

(declare· u.\la~ua91 
, ..J " .x ... • .. .. . . , 

Ill.GI l\Jn1fltym~W'll::LU!J'l.fl1iUt ') (v .W: '1'1!J.cn YIU.a:'. "11!l u.lo LU 1U.91nitll 

.; ~ 
(fl~'l!O) ...................... ...... ..................... \.11::51Uflt\ll!n11i. 111 

(u1~1111oii111tu 'l'YlJ1i'al 

.. ~ 
(a~~<J) ............... ............. ... ... ...... m1un'li 

(ln~a·11,\'!!1 -r\Jluauulii) 
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