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Identification m’mmumﬂmizﬂu Finish product specification

USuausnendiAgy /1900 - 110.0% L.A. of Hydralazine hydrochloride

Uniformity of dosage units* m‘i’sﬁ)ﬁhumuﬁizﬂu Finish product specification
Dissolution® VI NLT 75% (Q) of the labeled amount of hydralazine
HCl is dissolved in 45 min
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198.0 - 102.0% L.A. of Hydralazine hydrochloride (on
the dried basis)
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3 | Impurities
- Residue on ignition v| NMT 0.1%
- Organic impurities: Total ' NMT 1.0%
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impurities

- Limit of hydrazine Y NMT 0.001%
4 | pH | 35-42

Loss on drying J| NMT 0.5%

6 | Water-insoluble substances | Weight of the residue does not exceed 10 mg
(0.5%).
MU0 i34 Uniformity of dosage  units Wag Dissolution TiluuLena1shanR S

eazdanansaTainTsimaiildudimeazdeaiiuiiayilulu coa

- nsdiflannefoueudaniaiy (waive) msnsaaeudnsginenslaliduuans
lonansvangusananiilasueysinisenmzdoudeg

- Drug substance specificationa1sananluiinsienivessftin drug substance
vi3e TuilAsest drug substance wesffrdnendnagy atulaatunis Inefimsnsainsesinsunn
defitmun

4, N19ATIVEDUAUAIN

5. douladug
5.1 dunnmdeienansnislésuoygntunsdeuiueniiodmieluusemelng uae
d11ng (declare) unadngn

5.1.1 Tuddymstungzifousmiuen (Me.2 ve.3 ne.d vie 8.2 udausns)

5.1.1.1 Tunsdhduindsluyssmelng (raneds ve.2)
5.1.1.2 Tunsalfugnindulomsutsussy aneia ve.2)
5.1.1.3 TunsddugnindransisUszmne (vanefia ve.2)

5.1.2 ludwetunzifousn ne.1 vasendilaussia wiouseazdeaitenisaaunu
@mmwmaqmamﬁm%muﬁumLﬁau‘l,”i (Finished product specification) UaglaiunnnAInYes
fnnAu (Raw material specification) n3difigjsgninamaiasunUaudluiiufuasfeuuuiondns
wsodIUININaIBYeIN sV luNIwSeN Finished product specification Wwaz/#3e Raw material
specification

5.2 lunsdifiewanlulsemelne grdndosiiduunnimaioniiadodusomnsgiunisndne
It
MENNATIBNIARLLUNTNANE1UDINTENTNAI1TAEY (GMP wTe GMP/PICS) Tuvnpefiiausuie
atudanpuseunisnsaany neinanisusestieiuiiaueaiuas Tulndne

Tunsaififugntidranssszma uandesiidiunnmdenideiusounnsgiunis
NAREIALMANLN IS AT RIUNSNER Ve SUTEINAINAR Y30 Certificate of pharmaceutical
product atfudganmseunisnsavasy lasiinanisiusesfeiuilauesauasiuiindnet nsdii
suatulildnlngvdonndingy FedldiunsiusesatuulalpganuyalneUsssssmatiy

ﬂmﬁﬂi?&lﬂ?if‘?’mﬂﬂﬂméjﬂiﬁmzLQ‘W')%’;?J’ENEH

4 N 4 a4 Bl Y
1. 89UD . WIS efd Usew 2 avde... Ak NFTUMT 3. A90e... I A5UNS

(WNEILSA Yan3n) (WENNNATE A35EN9) (wedunsad Jumn)
ANANYAIZIANIZYE9EN Hydralazine hydrochloride 25 mg




