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Hydratazine hydrochtoride 25 mg coated tabl.et uto fil.m-coated tabtet

t. nruaurififrrhj

1.1 r!utlu u{Juurrffo (tab|.et);{rraYlYlr]:vvru
v

t.2 eiruil:vnol !:vnou6'tu6'rur Hydralazine hydrochl.oride fir]3rLrruO'lur 25 mg lu 1

d
tl.lo
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2. nrudilusivll{rilnun

zuanr:m:roirn:rvfiqrunrvlutluhJnu finished product specification ttav Specification of

Active pharmaceuticat ingredient (APl) fr6'r16rornunfr'tsirYlarilrGurriu drteioovrvrfluurjo
Y 3 u o v Aqvv a e 

"' - A

rir#nsruntuunitilnl:0t1,1't:Ltayul fltvyr:?.iar0'r:fuat vr'tItna'toiriuvtLtl6rldrm0.lL!uolluvl

rfiuluvjryEotr,rrin'Jrrrn:glurnd'lJgirilJlnoirYrrafir rrriltl:vnrfln:uvr:?{d'to'r:ruq? LBo.i:v!ei15r

ur fl.fl. 2561 atiufi 6 flurrnl yt.a. z56t (arrJ:vnrnlu:rtn0or!tunrvriud Q qrfi11frui 2562)q9

uau ivlJgil:rur (ariufiz) 1^.A.2562a.:iufi 3 n:nflrnil 2562 (alrJ:vnrn"[u:r'ufroa1!t!nuliufi 26

n:nqrnr 2562)

A- {-V-
3. nrdo ................1s7................. r::il.1'r:

(nry,qfi:r 6Tvrmfrsr)

2.l.specification of finished product Hydralazine hydrochtoride USP 47/ B? 20L6

t0 Test items
Specifications

USP 41 BP 20t6

1 ldentification

- lnfrared absorption

- HPLC

_UV
- Precipitate test

Comp[ied with specification

Complied with speclfication

Comp[ied with sPecification

Comptied with sPecification

Orange precipitate is Produced

2 Assay 90.0 - 110.00/o 95.0 - 105.00/o

3 Dissotution NLT 750lo (Q) of the [abeled

amount of

hydra[azine hydroch[oride

(CsHeNa'HC[) is dissolved in 45 min

NLT 80%o (Q) of the labeled

amount of

hydratazine hYdroch loride

(CaHeNc.HCl.)is dissolved in 45 min

4 Uniformity of dosage units Comp[ied with specification CompIied with sPecification

5 Hydrazine Not more intense than the sPot in

the chromatogram obtalned with

solution

(NMT 0.0570)

1.a.it0
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6 Impurities Comptied with specification

Any unspecifled

degradation product

NMT 0.2070

TotaI impurities NMT 1.5olo

2.2 Specification of active pharmaceutical ingredient: Hydratazine hydrochl.oride USp 41l Bp 2016

t0 Test items
Specifications

usP 41 i SP 2016

1 ldentification 1't identification B, E

2nd identification A, C, D, E

HPLC Comptied with specification

tltlsri9s
A: UV and visible absorption

Complied with specification"-' ----:X+:--'--i5"------------ -

;l;
:!;! .{sEii a G

--.,..-------I-:-i-.---.----.----..-..-....-:-:..-.----:-

Comptied with specification

B: lR absorption Comp|'ied with specification Comp[ied with specification

c:M"!lrg_ Polll
D: Precipitation

Me[t at 2o9oc to 2t2oc

.i,ilrll,;'#i =,;tilill1l:l; orange precipitate is formed

E: Chtoride test CompIied with specification

2 Solution S test

A: appearance of sotution The solution is clear (2.2.1)

and not more intensely

coloured than reference

sotution GYe

B: pH 3.5 - 4.2 3.5 - 4.2

3 Metting point About 275'C,

with decomposition

3 Assay (on dry basis) 98.0 - 702.0o/o 98.5 - 101.00/o

4 Residue on ignition(USP/

Sul.fated ash(BP)

NMT 0.10lo NMT 0.10lo

5 Organic impurities

1-Phthatazinone NMT 0.150lo

2-Formyl benzoic acid NMT 0.150lo

Phthalazine NMT 0.15olo

1-Ch|.orophthaIazine NMT 0.150/o

- Any unspecified impurity NMT 0.10%o

Total impurities NMT 1.00/o

6 Retated substances

- Any impurity NMT 0.2%o

7 Limit of hydrazine NMT 0.00170 NMT 10 ppm

8 Loss on drying NMT 0.50lo NMT 0.5olo

9 Water inso|.uble substances Weight of the resldue does not

exceed 10 mg (0.570)

10 Heavy meta|.s NMT 20 ppm

nruv n::rnr: riryufl:rEav i0un Inu ntua nutuy rev'ny

/'] -/
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14ll1UtUA NMT = not more than
q

* ri':do Dissolution rrav Uniformity of dosage units hfrttulronar:*ao{:luautAuF]

r.r a n r : n : ? 0i [n : r v # v r nfr kiu6'r : r u a v 16 E] o fi ufl u n-r ra tlfl uh CoA
d.J 4 v

- n : ruy a o y u LU ri u rLa { fl 'm nu (waive) nr : n il e fi ori trr :r v d: r u n r iln 1fi'0u ua or l
uo n a r : u a'n o r u 6'r n ei r r fi leiiu o u rTfi rir u

- Drug ,rbrtln.e specification fro.r*lu',nluiun:rvr.itos{2frn drug substance u6o

hirrr:rvri drug substance 1ro{{r.rForurrirrSo;rJ arirloarilvfi.r dlfinr:at?Q

i tnr :r v linr :uvr n l[rdo fi rirrau o

- r.lrnld in-f,ouse specification lri'fror:m Specification of finished product mur.i'rdo generaI

^-ilrequirements yEomtLfrlpiopryvtCuu uav Specification of active pharmaceuticaI ingredient
;"v

rt1}J11 tFrAnyV LlJUU

3. nr:d:vufiuri, rJ:vBvrBRr?{rio:1n1 (Price Performance)

:luautAuFtnll.lroflati u6or nr:!:vufrurirr.i:vfivrBntnrrio:rnr (Price Performance)

Fr{a0 LUU

n
3 ar6o #t nr:!lr:

(nq;.qfi: r 61rt:fin)

+. uanar:dltTtunr:fi oT :ruT

ronar:fi1fhnr:fretifli1nilflrv\ u'r"[riuE urrird'r uona]iilio].r: vu1ru.nu tat to na1:fll!rirn'1J
,"

1 ) eir uur to nar:rir rir ur n tullfl u Lta v/x46 onlur dl nqrs

r4r.r'run4er:1un:nidfitriurrlurrurovfr'orfiuonar:uaordor.irldto{urfi,.ilufl1:i!:o{I

orna'rfinrrun6uun::r.rfl'r:olurirravur fittanvirurrlufirior-itld don'l::vil rior.lrutd
d I u v o iore u 4 :5v!{on?1illfiounl:'ldurl{t, uu tvtr fl ! u 1 Flu ttuu Lutur fl u1 vl L1J Lunl 55 n19'l Lvl'l fl u ltn vt] fl r

lutonar:rirrir-iur
Au'& d qY

z) drrurronar:tlfin{don?1lt!uaarflro.rfl1fl1lUU::a (ttzu{EJrtiavnriolur) nrlfrkif,uvrvur]uuli

3) drrurrirro{uvrvrfiuusirYlur (urr vr.u.1vEo u.1) n:!vflrarjr uial:ruavtAuoqil
frnrgruvrayl"ryrlo{utdrrSo:rJuuavdoriruuFnr''rFr:firutoti6nr:iun:rvviur (Finished Product-: !- i3 d q' I Y Y a o 9/ - -4-l
Specifieation and Analytical Procedures) friluvtvuiuu'Li [nunolortolrlr:lurv]!iuflrfl
nivvril{a1or: ruatYu:olu6olviln'irl:v nrrt

.r
fi8r1u[]t{: n:nidoqj:vra"jrrrouJduuuurJaruffltiBitn:'tvtiuavtiorirvunl'rm:grulri

fionn6'0{rt"}il sir:r urfil:y nrrtYl:oruSoo{r:rura{ranrioa'rrincrun[uufl:53-Jn1:orv'l: !!avur

lri'uuldrrurrirroufihu.Jf;uurrilas:runriluvvtfluusl"rYlur (uttttt vt.u. 9) raio ;iriurrirto

ruitt urjd uu ul a I : r u n r :luvr v rri uusir it u 1 ( tt! u u. 5 ) lrvl iou riu 6'r u

4) r{turhr{rfrrynr:duvryrfluusirYlur (ulru vu.2 vio vru.3 ra6o vru.4 uio a.2 *drrrrin:fi)

+. t. t. n: oifi ur zu6 m"[urj:v rrrrntvr u (vru.2)

4. 1 . 2. n : rfl fi u tjr udr ufi o n r : urr-j lu : : fl ril : v tu otv u (u u. 3)

^;4. 1.3.n:fifi urrir lrirornril{il5s rufl (Yu.q)
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i4u1rJ[14s]: n:fifinr:u]fiuuiularuffhrl:-lorlryrmuravaarufir.rFm lriuruur{rrurrirtouritt
,j , q d o u 4 o

ruauuLLla{:tuflriLuyrutfluueirYlrur (rurtr r.u. 9) r,r5o r{rrurrirtoturiltnJf;uurrfat:rsnr:
o d A - .-"Luvr 

v ru- u u sr"'r Yr u r ufl u r rir rjYr or1 ryr n ua v aa rufr zu fr n ( uu u. 4)

rirruryrirfio:-tlro{}.r1Fr:6run1:zufinsrnruvdnrnruq{i6nr:fifilunr:0iAau1 (Good

Manufacturing Practices (GMP)) lu u r r n fi rfi u r rio r rir u r fi ua u o (al-u ri r q or n l il s o Li n r :
a : ? o fi o lIfl u flr o t;'[u'ri x rr 6 ] n r i Y! : o { ) In u 6'o s rJ : v n o r pir u

5. 1 . r{lu r u rir f; o iu : o u.r r n :i r u fl r : zu 6 m u r n r r y a-n u n ruciiB n r : fi 61u n r : zu 6 n in q 6 r.l rir u r

rirdry (Certificate of GMP Active PharmaceuticaI lngredient (APl)) 
I

5.2. eirrurufilflo:'l:or1.r1Ft:61ufl'r:zufrnurnrrydnunruvli6nr:fifilunr:r.ranzufinfiruq[ur

ciruEo;rJ (Certificate of GMP Finlshed Product)

tun:rflfir{luurdru{rornrixr]:vryrt rYzufirrrlorfir{ruurr,rriqfio:-l:oszufinriruqi (Certificate of
v

pharmaceuticaI products, CPP) 116ovricfioYt-r:olnr:sirr,lriru (Certificate of free sates,

CFS)luylrnurfirauotru arrYlrirannrl.r:o!nrier:'roaou1prufizuaYt:olfitiurj:vnrfll5vn?rl

l'lFn

il r rt I q I u r o I do ri r u u q n ru tt r r,r im a fr I rir u r ;{ r dry ( Active Pharmaceutica I lngredient

Specifrcation ) ltav zufi rrfirudurr{r 15o;d ( Fi n i s h ed Prod uct Specification)

7.1. iirru'rrtrn:gruinn6lrirsrr{rdrg (Active Pharmaceutical. Ingredient Specification)

rray?.irnig1uzufrnflru,fiurr{rr5o;rJ (Finished Product Specification)Tpru:vlri1:ru'l

(pharmacopoeta) fi'tddrrdrnr:irn:rvviTnurrn:gruotjxrioo6'osuiiutilnrlrrjorirvun

rraul.rlntgr!rornr:irn:rvri'lusir:rurtorir:rarraflq muil:snrortiv?1i1.ifir01:tuat
!.
t:o.r :u!m15'lu1

7.2. dtrur drug monograph tolfr'lrirur;irfiry (Active Pharmaceutical lngredient) ttav
dod

zufr mflruerut;irt5o;tJ (Fln ished Product)
-; - 

.., ,. \ ^.d7.3. r7oifit-n61fr!fr"lurrirdrp (Active Pharmaceutical. lngredient Specification)v5o
, 

to 

d

zu6mdru"nsrrirrSo;rJ (Finished Product Specification)tilrJ:rn61usir:rur (Non-officiaI

pharmacopoeia) froqluao{yfingruirurfiilrn5oruto{flriito:rvrir{lukJnrrLrjovfirdo
" , , ,J
tflmo Llu

7.a.t.firioriryun![avilrF,r:6ru1]0.ifl'r:irn:rvrflurit:rurtostJ:vuvnfiu{Juatrfrntol The

lnternational Conference on Harmonization of TechnicaI Requirements for

Registration of Pharmaceuticats for Human Use (lCH) vio
d, ^ , .i .y--y-.

7.3.2."uoamuattay[.]In:6Iuuo{nl:1Lo:rvlrzuzuam (In-house process) Yla0oF}a0{nu

ICH Guidetines u6o

7.3.3.iladtuuaLrayil'rFriorulr'':trjrornr:iue:rvvif irr.lunlfftun"'r:lur sir:rurln r'ir:rur

r,tfil mur]:vnrrtnlvyt:?{aro'l:ilqt uiol :vrloir:rur rirrail:rJurur..,ur#u1

(GeneraI requirement for dosage form)

fi&t'turuq: doriruunqruntflifl06ufr"lur;irrie (Active Pharmaceutical lngredient

Speciftcation) uavzufrrrfirudurriruSo;rJ (Finlshed Product Specification) 6'ol6xirornrir:r

rfrurn'uLravatllrdurn"u unriurroin:ilfroir:ruril'ilorirltunltavL'ln:!rufl0.1flr1?tn:1u14

ravrr v in n 6 r fr'r u r rir dru vB o zu 6 n firudu r rit rE o ; rJ

6)

7)

oruv n: :!nr: rirvto:ruactduo ttavarui'nuruv tanrv

rTft'
t aoda ..... ..... K ,.. urr5'rlnirl,r1i ,ura, Q-J- fu r::Lnri 3 erfio*/

tnq.lorrBr- ffirXal trrg aFa^ (:"nar



ufr 5 aln 6

B) rirturrafif;oYu:oqzuanr:irn:rvr,i' (Certiflcate of Analysis (coA)) lpru6'0,:rJ:vnolpiru
B'1' rirlurraritfioiu:otzuanr:irn:rvfiinqfilfirurr{rn'ry (Certificate of Anatysis of Active

p ha rmace utica I I n gred ient (Apt)) Ipr u fr,oll:y n ou 6,r u

B'1'l.a"rtururilfioYu:oszuanr:iun:rv#inqfiuri:urr{rdry,uor{nFnr-nq6urirurrirniry

(Supptier)

8.1.2.e{rturuflsfioi!:otzuanr:itn:rvrir-mqFufr'rurr{rrYry ror(2frn2frnfiru"}4urrfrrEogrl
(Manufacturer)

8.2. dtuururilfiofuso{tian1:irri:rvrizu6nflru,}i'urrfruSo;rJ (Certificate of Analysis of
Fi n is h ed prod uct) ro.: r.i26 n zu6 nfiruq{urr{r rio ;! (Ma n ufactu re r)

B'3. tonar:6uflunru#lfi,Vuri:vu'jrr!unr:zufrrtro.rinqfiln-rurrirriry (drug substance) rray
iu n r : zu a nt o t zu fr fl flnr'fi rir 15 o ; rJ (fl n i s he d p rod u ct) fi1fflu n r : zu F n u r iu fi ri w o u

g) ri*urronar:rranrzunnr:finr9rn?rrinrm-? (stabirity data) 
q

9.1. rirturtonal:ttao.irJanr:frnurFtrrlnror-::vuyurr (Long term stabitity data) liruru 3

{unr:26m
9.2. d:mtonfl1:LLfif izuanr:finurn':rrnlrj'r"luanrrvri.l (Accelerated stabitity data)

liruru 3 :unr:rufin
9.3. airturtonfir:ttaFl{tJnnr:frnrsrfiuanvirurartr:nfinlrilslfinurtei 1rn /rirrurrran,l

rJ:yfr uBr.ranr:inrsr (n:fi ur uin) (#rfi )

g.q. n:fi1{lusrfiplolnvaru/t6oorrriout{ lririrrurronar:r.Jnnr:finurnrruLnrr,r-?ua-{nri
nvatuuav/uio 16oorr/uaitrilol'ff lu6'rr,r'ravarurirrl n:urirurrnvaonnrfrorrirLonflr:
rirriuur (tn use stabitity data)

Ud
1u) alt!1141-JtaoSl:olzuamfrru'nurrirtSo;r.J (Certificate of pharmaceuticaI product) raurvur

rir rEirl rlurl : v ry nhr a

1 1) dr turra#n51un?'tl.tfi[.]lator zu fr nn-ru'ilur (Bioequiva [ence) lpr u zua nr:fiflr9r F]?1.rfi[.]l aro.r
zu6ndruq'iur (Bioequival.ence) rflutr]nudoriruuo ASEAN Guidelines for the conduct of
Bioavailabitity and Bioequivalence studies yBo rifi o nr:fr nrcrfi ril:v fr uBzua ura yfi rar4a
lotzufimfiruq{ul n:vvt:?.1aror:fufilJ Inuanrriura:^ourirurrrfinrsrfiralryafibiirnr::-l:or
o r n rir #nlrurr ruv n I :1r fl I : o r 14r i ira v u r arilfl o nrlu (n : nitrikj u r fr'u riu u )

, ^\ 
q u 4

12) a'rturuilrdoil:oltirfl:6'r1rflr:rJfru-frnrlua-nrnruq{i6nr:fifiluri'arrJfrrifrnr: (Good

La boratory practices (G L p) lu n:fi fi vir nr :6nurfi r arriafi sir.:l:v rvro

13)r{rrurraritfioitt:owrm:orunr:rffrfnBrunvn:vr',ouri.,rro-nrnru,fiiBnr:fidlunr:rffr-rfnrcr

LLavnlua'luur (Good Storage Practice / Good Distribution practice (GSp/GDp))

i 4) ry'uauo:r nr 6'oleis6'.r o drr uro ejr.:#o u 3 uilr uu::1 firud
U4 U

15) a'rluru{lfroYl:olrLrn:gruri'orrlflrifrnri lso/tEC 1,70251u:runr:urfirauo (fr'rfi)

16) rirturtonar:tuanrdolaer:triiunr:l::1lu Green book rorn:rivrurnraninr:ru,,rvrrj (rirfl)
t7) dttultonal:ttanldolnnr:16':-rnr:u::1lu Crange book rol uS.FDA. uBo European

Medicines Rgency (frrfi)

tg) n:ritiltdurriuur-,1fr'oluaotnr:finrsrvrrlnrfrfln (Ctinicat trial.)rolur"lur]:vuynlyufiuaolfil
zuavrrlnfiflnr.rolururJEuuufiurn'lurrlu*lluavn'fi:rl{h?1;ar:vr1{nr:urnvrri (tirfi)

<), / 
aur n:rr'rl:" 'vf : 

{ar5so"tero 
ui"uruvtal ^t' 

n
tar6o..-. ......-.. -^..r/-.rr*r1un:i*n1r 2a:6d 

'frJfu .i!1n15 ,0,,i, . $L n::!1.r'
(y\ry.afliD! a:rqtur?n) (ary.n6nr hirqat (nry.qfl:r 61rtrfrn)

t
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19) nr:ou:uoEuo::lvrfinrrurttrf:vnrflFrfuvn:i].rnr:fi'ruur:v!uurwi.ttrfi 16olrnru'fioBuotlil
tv

'j r pir a n r : ri { lai ]r nr :t r u u lll o.i U i v rr aly u \.r,. 2559 ra6 ooi u o :: 1 61 1 fi a o n n fro l ril
rj:vnrrrr (fr'rfi)

-drr<'5. L{oU [?JoUdl

1 ) urrlorfi or u rua*otririo u n'ir t fl riuo rniufi ai!ilo1i ur

2) u1ilfltnflfl'r:r.rfrnfieiruortr.luuriqudnr:unudrov6'orrirrururil6oYl:orzuanr:irn:rvd
(Certiflcate of Analysis (CoA))

3) ritruovfrorfiluEuao:i:-rurJduuurffiourlnfryroorqraBoufioufinnr:rfioranruriourirvunnrr

0'ru?!a:{

4) urnnudnr:rruvrrirnrflryvrncunrv\8'rnzua^nfiru,firuavplornr:rirn:rqrfioirn:rvvlqrunru (
ct

siruilruzufiflfiruqiurovr{Juq]Yufinuorrirl{sjrulunr:iun:rvfiqilnrylu'r uavei.iurlul;lrl?rrfi
d4 t d d

fl fl al.J? [F]:',tv14F]UtLfl fi UU nl i !t1,'!Vt U'1v9!

5 ) rirauo:: n r({r r u )0 u u orll1u n rd n d'ry ry r ri ou er :l riryuer eirfi

5.1. r,trnfinr:rirLn:roiunr:rvliornn:riilurnraninr:*lnrvrei*frrzuanr:irn:rvr,ihir{lutrlnrl
q

il'rfi:6't1l
d

5.2. n:nizufinfiruq{urtfrnflnnGunrffrduqrnfr'orF,tarFrlourirrinqrunruuflr:ilnr:o'r14'r:rlauu'l

5.3. n:nirrflruurnrunrnornzu6mfieu,fifiorq6irzuariorJ:vfrvrBzuauavnrrrlaoofiuriofrr-hufiviu

LFI:1JTJ,I

5.4. n:fifinruun::ilnrrrna'tn::ruravnr:drrinn'ouroonornrirufiur nurinr:*uvtirto
^ "rJ " Z -"

ufl tannl:6{lJour LuFr5.ifl o L1J

nruvn::unr: rirvun:ruaal6unttavqrua"nvfuv terrv A

r.arda................, .L, /.....,rriirun::Ln1i ,r"r* hJtrf'r. nrrr.,, 3 crfio ....,.$L- nri,,n1i

(vrry.1viB! h(qrr,nal tary.af nr l#rqat (nry'q6:r dhrmfrn)
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