Manufacturing Process Flowchart

Hydralazine Hydrochloride, USP (Cat# H1289)

STAGE-1

TOLUENE IN

DRUMS

| :} Check the Moisture confemnt

Limit: NMT 0.1%.

Toluene REACTOR
AHA101 Stage-II

Phosphorous exychloride

at below 35°C ¥

l REACTION MASS I

o

-

If result does 1101_:{3.4?__11:%&

Maintain for 3-5 hrs at 77-82°C

" Check AHA101 Stage-II content by TLC.
Limit: NMT 0.5%

If result complies

Phosphorous oxychloride

Limit: NMT 0.5%

_> Check AHAL0]1 Stage-IT content by TLC.

Methanol in 3-5 hrs at below 40°C

" REACTION MASS ‘
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CENTRIFUGATION

Maintain for 1-2 hrs at 65-70°C

:} Check 1-chlorophthalazine content by
TLC.

Limit: Should be absent

e
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HYDRALAZINE

HYDROCHLORIDE (HHC)
STAGE-I
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Methanol
HHC Stage-I

Activated carbon

Methanol
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FILTER THE MASS

THROUGH

:) Check pH.
Limit: Below 1.5
If result does not comply, slowly add CP

[C1 at 25-30°C
. Check pH.

Limit: Below 1.5

HYDRALAZINE
HYDROCHLORIDE
(HHC) STAGE-IT
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STAGE-III

DM Water
CPHC1

HHC Stage 11 [

Activated carbon
(If required make shurry with
DM water and transfer into the ||

reactor)

Chilled DM Water
Filtered Methanol
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REACTION MASS

REACTION DMASS

FILTRATION THROUGH
0 LEAF FILTER

CENTRIFUGATION
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METHANOL SLURRY:

Filtered methanol
Wet material

Filtered Methanol
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Dry thgmiﬁmﬂat 45-50"c under vacuum
NLT.550 mmHg for 16hrs<15min
=5 Check Moisture content
- o imit: NMT0.5%
‘| After MC Complies, continue the drying at 45-50°C
under vacuum NLT 350 mmHg for 8hrs+15min.
Check LOD

Limit: NMT 0.45%
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HYDROCHLORIDE (HHC)
STAGE-IIT

WEST COAST FACILITY
14422 South San Pedro Street
Gardena, California 90248

PHONE 310.516.8000

FAX 310.516.9843

AN ISO 9001:2015 REGISTERED COMPANY

www.spectrumchemical.com



