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2. l.Specification of finishe Hydratazine hydrochtoride USP 47/ BP 2076

Iaca6!aflurus tQfl1vnilvnt5[Jn'']:

,r]rvorun:runr: 2.a0d0....... ........flirilnlr 3. al6o ..........c ..nr5un.r5

USP 41 BP 20t6

SI
u0 Test items

1 ldentification

- Infrared absorption

- HPLC,

I t\/

."F-:recipitate test

Comptied with specification

Comptied with specification

Complied with specification

Comptied with speclfication

Orange precipitate is produced

Assay 90.0 - 110.0% 95.0 - 105.0olo2

Dissotution NLT 7570 (Q) of tf,e [abeted

amount of

hydralazine hydrochtoride

(CaHaNa.HCl.)is dissotved in 45 min

NLT B07o (Q) of the labeled

amount of

hydratazine hydrochtoride

(CaHaNq.HC[) is dissolved in 45 min

3

Comptied with specification4 Uniformity of dosage units Comp|.ied with specification

Hydrazine Not more intense than the spot in

the chromatogram obtained with

soIution

(Nlr/T 0.05olo)

5

J
1.ant0

(nrg.prBr.J drLqrurna) (nry.afrar (nrg.4fl:r 61vm6o)



6 lmpurities Comp l.ied with specification

Any unspecified

de

NMT 0.200lo

Total impurities Nlt4T 1.50lo

vir 2 orn 6

2.2 Specification of active pharmaceuticat ingredient: Hydral'azine hydrochtoride USP 41l BP 2016

u"avqrudnuruv tonrvn6rJVn:1il

r.Jrvorun::lnr: z.ado.

n

,. 00d. ...............W............niiiln1:
(nry.q6:r il,ntrfin)

s

BP 20t6USP 4T
Test itemsI

1'0

1't identification B, E

2nd identification A, NE
UtL

ldentification

Comptied with onHPLC

Com withChtoride
Co

with specificatlon

2o9oc to 212ocC: N4etting points

precipitate is formedranD: Precipitation
with specification

t

E: Chtoride test

2 Sotution S test
The sotution is cl.ear (2.2.1)

and not more intenselY

cotoured than reference

so[ution GYo

A: appearance of sotution

3.5 - 4.2- 4.2
B:

3 lt/etting point

98.5 - 101.0olo98.0 - 102.0o/o3 (on dry basis)
NltlT 0.10loNtt4T 0.10lo4 on(USP)/Residue on igniti

Sul.fated ash(BP)

nlc I urities5

NlvlT 0.15%- 1-Phtha

NMT 0.15%nzoic acid

NMT 0.150/orophthatazine

NA/T 0.1070

Nlt4T 1.00/o- Totat im ES

NNIT 0.2olo
6 Retated substances

- Anyi
NMT 10NtvlT 0.0010/o7 Limit of hydrazine

Nlr,4T 0.5oloNMT 0.50lo8 Loss on

exceed 10 m (0.50lo)

Weight of the residue does notWater inso[uble substances9

Nt\IT 20
10 Heavy metats

)
1.a.rt0

(vug.prB! dlqeurqa) (nry.afiar

..n55!fl15

product

A: UV and visible absorPtion I

B: lR absorption

ia:::;N.::aajir:4ll

About 275 "C,

with decomposition
l

NMT 0.150/o

',- Any unsPecified imPuritY
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l4lJ']UtUa NIV1T = not more thanI

* rirrio Dissotution tLau Uniformity of dosage units l#ttuuuonarittan.riruaut6uo

r,J a n r : rl :'r ai rn i r u d ra r nfr triru{c : r u a v 16 u o d r{J u n-r ra rtiluh CoA

- n:fifioqvvtfiuuu6'rnr:riu (waive) nr:m:toaoletFr:'lur,i:runr:1o lri6uuaor
uo n a r : u a-n r r u rir n ri rr fi ki:n o ufifi 6'? u41

- Dru g substa nce specification fi or:ruror n'tri un:'rvvittotfrzufi m d ru g su bstance vtto

lui rn:r vr,{ drug substance r or {zufi n u rr{r rEo;rJ arilloarirradr ffitfi arifl i? Q

i rn:r vdnr:lvr nri'rdofi rirvun
- urnld in-house specification lrifior:rur Specification of finished product mrtli'rdo general

- -lu
requirements r,l5onrufllpioprvvufluu utav Speciflcation of active pharmaceuticaI ingredient

Aqv
911ilyttFloFtyts[uuu

3. nliU:uffiudtJ:v8uBnlneio:1n1 (Price Performance)
<J

:ruaurduorlrxitoflari iSoq nr:il:vrfiurirr.J:vf;yBnrvrrio:rnr (Price Performance)

4. ranar:fi'lfflunr:fi or:rur
-icry ^ 

qvd o -l v o v
t0 nal:yl LlJ Lunl:ila1:il1qiln1y,lul 114 t: u{ff lfilJ Lonfil:v!to}.nuu141]'ru tn? l0na1:m1ilal nu

- ,,,&
fl{F|0 LUU

1 ) rir iutonar:rirri'rur n lurtuu rrav/uionlurdt nqrv

r4il1urun: tun:fidfil'riur6'uuuuovfr'orfilonar:uaq.:{or-irkiro{r.r1fi,.irun1:Yu:o.iI

orndrfintrun6uun::3rnr:orr'r'iunvur firanvirurrfufirior-itt'ff donrr::vir riori'rutd
d I u v c jcw u d v a 

nr:ldurlitYlUlJtylnUUlF)!ttUULU1JU',tfiU',tVl[fl[Un1::fl19'.ttil',]nU LtAvXlnl:5v1J110Pr?'riltFl0U

lutonar:rirrirur
2) a'rruruonar:Lrfin.i{onxllluuaarnro.rnrlluulJ:ra (uzurururavnriorur) m1}Jfi16'5fluvuuflau1{'

& d o u j -\ u v 4, drrurrirrofluyvrf,uusirfrur (uuuu vr.u.t v6o u.1) nr:rt-lnuur u5or:ruauLdunq6uql

d'nu6uvraflrvrorsre{r15o;rJrravdorirullFrr.Jlnisluto.ie6nr:itn:rvdur (Finished Product
. jg d qv s v i,

Specification and AnatyticaI Procedures) frnuvcuiluu'Li iounolortdtairilu'tfrtJ:vnrrt
u<ql

n::vyt5?{a10'r5 ilqriu:otu5o"[urin'jrl:vnro
i4rJ1u[vm: n:rfifiod:vu'irtrouJduuiujaruffltiBirrr:rsr,{rravrioriluunilln:filulfi

',,t,'" fionn#o{rt'rilpi1:r urfir.J:vnrrtYr:oru6ooir:rurriraorsio6irfin{'ruFrilvni:ilfl'rio114'r: ttavu1

lrirruueiruurrirtourihn]6uuufar:runr:luyvrfiuusiriuur (uur v.u. 9) vr:'o driurrirto
uuilr urjf; uu utja q : r u nr:"luvrv re uuoirYr u r (uuu u. 5) uru ior #u6'r u

4) ;{rrurhe{rdrynr:duyrvue uuoirYuur (uuu vu.2 u6o yu.3 r,rto vru.4 via u.2 ii6'rurin:fi)
q. t. t.n:nifi'ur26 n'[urJ:v rvrnly u $a.2)

+. t . z. n : nifi' u r dr ucir rd o n 1 : urJ w : : fl ul : v rv otu u (u u. : )

+. t.a.n:fifdurrirrdrornril{iliurilfl (vru.+)
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l4rJlrJruq: n:nifinr:ur]6uuLrfarttfflrr]iuor4ryrnrtavanrufizufin lrXuuuur{rrurr{rtourri'tt

rrjduuLLlas:runr:"LuuyuiuuoirYuur (ruru vr.u. 9)v6o rirturrirtotrri'Lcjrila'uuulal:runr:

luy v rfl uu sir Yu ur rfi ur ril {Yu or4rgr n ua v ao rufi zu 6 n ( ruu u. 4)

5) rirrurr.rritfioYu:olurrLigrunlszu6nurnruu6'nunruvli6nr:fi6"Lunr:zu6nur 
(Good

lr/anufacturing practices fcrrllpll"lurarrorfirfiurdotrilurfiuauo (arileirqnnlil5oun15
I u'ludrqurarnr:il:ol)Inufrol!:vnoufrrtt

rl5xoa0! lauu{0q I

5.1. a'rrururisf;oiu:orlr1nrfi'run'r:zufrmurnrura6'nunruq,ii6nr:fid'Lunr:zufrminq6lfrrur

;{r6'cy (Certificate of GA/P Active PharmaceutlcaI lngredient (APl))

5.2. iirrururirf;oYu:oul'rFng1un1:zufinurnura6'nrnruviiEnr:fifilunr:r"rfimzu6mfiruqiur
o d r -r n.-^ f,. ,-t\
rtrrEo;il (Certificate of GIr/P Finished Product)

' q ar a, --e- v - t'Fnfrotfiririurr,rfiqfioiu:orzufinfiruvi (Certiflcate of
6)'Lu n : alvt t{J u u ru r lt r a 1 n fl 1 { U : U til n 0j tJ a fl m'er { }.J'61 1 Lu I v u n 6'r u a

pharmaceuticaI products, CPP) ra6ovrfirfioYu:olnr:sjrv1ilru (Certificate of free sales,
j

CFS) LuratrqulrLauofl'lu ariurirqnmrilraunt:Ft:?oaolTnufizunYu:otfil'l-utJ:unlfll5unxa

:1F11

I lJ.rF6firul1oldoriruuprqcunrrimqfiufr'turr{rfiQ (Active Pharmaceutical lngredient

Specifi cation) ttavzufi mfiruliurrir iEo;rJ (Fi nished Prod uct Specifl cation)

7.1. drrurl.rn:rruinqfiu6'rurdrdr! (Actlve Pharmaceutical. lngredient Specification)

56auillmti.tuzufrnrYruviurrirrio;rJ (Finished Product Specification)Tnu:vlsi']5'lu1

(pharmacopoeia) flddrrdrnr:iun:rvdTouurn:o'ruodrlfioufrolrflu'lilmrrLdorirvrun
gtau:Jtnig.rutornr:irn:rvriluoir:lurtnsir:ruTvfil murJ:sfl1flfl:uYlr?{fi'lo'l:6uAt

uior :vr.loir:'rur

7.2. dttut drug monogra tr{r dry (Active PharmaceutiCA I lngredient) uavU

t.aodo ................

7.3.

lnternationat Conference on Harmonization of Technical Requirements for

Registration of Pharmaceuticals for Human Use (tCt-t)v6o

' ' ' 
'o 

irn:rsr'{fr2fim (ln-house process)daonndotrYtl. 7.3.2.rloriruunttaul.llFl:61u1J0{n1:'-'. - !
''' ICH Guidelines uto

7.3.3.ilatimuflraulnFligruri'rhJrornr:itn:rvr,{firirraunti"lusir:rur rir:rurlo s{r:1ur

ufir mu!:vn.,.nirrrufilorrruqt 16ol :vqoir:ror r{taYl;rJrruuurrYul

(Generat requirement for dosage form)

uilluruq: dorirrauoqrun'rvlimq6ufr'rurr{rde (Active Pharmaceutical lngredient

specification) rravzufimfirudurriru6ogrJ (Finished Product Specification) 6'o16xdlornoir:r

16urriuuavar3,urdurrYu unriuurrin:aifioir:rurfidoriruunutavillrr:fi1uflotnr:iin:rvv{

ravvrvim q fi I fr'r urrir frry rai o zu fi n ficuli u r eir ri o ;rJ

nilgnliilnlln1filJ uavqruf,nucuvtanrz

..rJ:sorun::unt: z.ado

(ilrU. 6uncurna) (nry.afiar

..n5:!n15 3. a{so

(nry.qfi:t f;llrtlfin)

.....n1:1ln15

The
I .5.
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B) dtut,trTr6oYu:otzuanr:itn:rvr,{ (Certificate of Analysis (CoA)Toufr'ouJ:vnoufr'ru

8.1. riruurrarirfioYr:otzuanr:ilnr:rvtiimqFrfr'rur;{rdrp (Certificate of Anal.ysis of Active

Pha rmace utica I I n gredient (APl)) ler ufr'olrJ:v nouri?u

B.1.1.drruruu-rfioYu:orzuanr:irn:rvvl{mqfiw'rurrirn'ry torry'zufimfmqfiufr'rur;irn'ry

(Suppl.ier)

B.1.2.drrurrafisf;oYu:o.rzuanr:irn:rvv{irrnfrufr'rur6{Tricu torfrzufrmzu6rrrinre,iurr{ruSolrJ

(l,4anufacturer)

8.2. rirrururTrfioYr:ornanr:irn:rvdrifirrriruq4urr{rrEo;rJ (Certificate of Anal.ysis of

Fin is hed Prod uct) tol {zu6mzu6nfiruc,iur6{r u5o;rJ tvrrn rfuctu rer)

8.3. ronar:6uflunrrudrfi'uii:vra'jr':iunr:zufimrorimqfruo'rurrir6ry (drug substance) uav

iunr:zufimrorzufrmricuqirirrio;rl (finished product) filfflunr:zufinurlufirilrLou

9) drrurronar:uaorzuanr:finurnrrrnrm-r (Stabil.ity data)

9.1. drturtonar:tlfiFr.itJanr:finurenrrntm-t:vuvur: (Long term stabi[ity data) liruru 3

!unr:2frm
9.2. r{rruruonfir:LLfiFl{zuanr:frnurnrruntfr'rluanrrvti.r (Acceterated stability data)

siruru 3 iunr:rufin

9.3. airrurronfllirran{zuanr:finrcrfiuanvirurarrl",rr,,ri'nu.iolfiprurtfr l tpr /rirturutant
c

r.J:vfr vrBzuanr:Ynur (n:fi urrfi o) (frrfi )

g.q. n:firfluu'rfifroravaru/r6oorrriould lri'r{riu"rLonalirianr:6nurnrtrnrrr-tvta-tnr:

avaruuav/u6o 16orx/raa'rrflnl'illufr'u{ravarurirrl n:rfiruttavaonnfiorrirtoflal:

rirfi'uur (ln use stabil.ity data)

10) riTlurrarj'rfioYu:orzufimflruq{u16{r!5n:rJ (certiflcate of PharmaceuticaI Product) uaurvur
!

rir rrir :r rturj r u ru a'h u

11)riruuryd'nttun?1ilfilqarrorzufimfiruqiur (Bioequival.ence)Tpruzuanr:finurnrrla:rilato{

zufimfiruviur (Bioequivatence) rflutrJmudorirrauor ASEAN Guidel.ines for the Conduct of

Bioavailabil.ity and Bioequiva[ence Studies r,tio {fionr:finrcrflril:vfruBzuauavfira:rqa
a v i .: s v 4 | d < A1 Y-

torzufi ni'rue{trr h:vu:rrfi ror:ruq? Tn uanrfuraSourirutrudnrrfi rauqafrld'il nr:iu:ot
o r n r{r rinm u n ru u n :i:r n r : o'r 14'r i ua v u r af!fllod! ( n : fih'ld u r fr'u rir.l u )

u 4 oo..--,..,.,.,..,.,.....'....._
12) fi'rLu1111.J{ao:u:o'1lrFr:61!nr:rJfrn-frmruraa-nrncuniiGn'.trdAtr#rorJfrrifrnr: (Good

La boratory Practlces (Gt-P) lun:rfi fi lirnr:fi nurfr ral4afi rixtJ:v tvfl
ilA v d v u dad i+ d v

13) 6{lturuU{do5u:o.u.nrlt0'tunr:In!:nurttavn;va1uu'rfir't].ruafl[n[u6n?EnltvtfiL!nlttnu:fl191

tLaufl:vQluur (Good Storage Practice / Good Distribution Practice (GSP/GDP))

t 4) (uauo:r nr frorriw'roeir{uro drrfio u 3 uilr ul::1firud
15) rirrurvrirfio:'u:ourm:oruri'orrlfl'rjfin1r lso/lEC 1.70251u:runr:urdrauo (firfi)

16) a"ruurronar:rraFr{doqanr:lfrYrnT:!::oJrt Green book totn:ilivrurflraminr:rrvrvrti (firfi)

1 7) dr rur to n ar : [ta n {{oq n nr :ld:-u n']:1J :i n"L! orange book to t us. FDA. u6o European

A/edicines ng"n.y (fr'rfi )

ia) n:fihiltiur6'uuuufro{rLfin{n1:finuly1{nAfin (Clinical. trial.) toqurluil:vtvnlutrfiuraoqfi'r

zuayxnfrfrnroturrilEuurfiuun-r-rurrluuuluuavfiriuflul1:a'r:vn{nr:rrvrvrd (6,rfi)

nruv tQyl1v

,.uod, ..............-f ,2................tJ:vorunrrilnlr
rvrrg.iffi drqrurna)

.....n5irn1i g. a.rdo .............z.ardo......

(nrg.a6ar (nrg.qfi:r filntrfin)
.n5:!n1t
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19) n1:ou:roEuo::unfinrrunrril:snrflFlilun::ilnr:fi'zuur:vwuruvirtrfr 16oruncuq{t3uo::u

'ir6runr:d{rfiSr.rnriuruurro'i!:vrvnlvu u.A. 2559 r,rBooBuo::udu1 fiaoonfroIril
rJ:vnror (firfi)

s. f$outs6ut

1 ) urfio.rfi orquaf, ohirio u n'ir t fl rirorniudei{}rouul

2) ulInraflnr:zu6mfieiruoutri'urriqudnr:unudrovfr'orrtrturrarirfioYl:otzunnr:itn:rvvi
(Certificate of Anatysis (CoA)) ,

3) 4'truovfrorfiluEuuariYuuJduuur ufiourln6ra:roorqrato rdorfinn',:,d.uan',*riouriruuprmrl

alu'tua:{
4) rarn4urinr:urvryrjrnuflruu'rqrunrflornzufrmniruviuavfiotnr:dtm:roufioilnirvr,iqrunrvr {

d dt vu a t q v t o a t | 6) o i
ciruilruzudnn'ruvrurovrtJuriiuilntounlL%o'ruLunr:rrn:rvvqilnrv!u1 ttava{ulLua1u?uvl

flnduirn:rvr,i6uuuiflurinr:uvrvdr 
I

ul ,u

5) {rauo :r rr r(rg't r u )0uu ollri'u n rfr nd'rycyr ri oun:l riruun o'1fi

5.t. urnfinr:{rn::oirn:rvtfornn:rivrurnraninr:rruvrtiu6'rzuanr:iurr:rvrfhirflutrlmru
lr1nl61u4

5.2. ntilriarlnilflulflufiuflnffiuntnunul1nr0{fl4'}Fl[flufi1un.i1unilun55iln1:0'1v15ttnuu'l

5.3. n:nivluflruurnrunrnornzu6rrfiruq{fioro6irzuariorJ:vfrvrBzuauavnrruilaonfiariofrr-hufir" i--- u
uun
Lfi:LJU',l

s.a. n:nifi'n6uvn:irJnl:rn#tn::unavnr:drflnm'erutoonornriryfior qurinr:utttirto
^ iJ q Z' -u,

u n [a nn1:a{{0 u1 LUF]:{CIFl LlJ

'::' .:'

.'' ,.

Ii /'

)/ ...........rJ:corun:rilnr:

tnrg.p16r.l drLqrurqa I

..........n15!n1lt.ardo ..n5tlJn1t 3, arfio

(nry.qfi:r 6lvmdsr)(nq;.aiar
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