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ISO 3001-20013
Reg. Pk,. R091/4030

AMSAL4er CHEM
PRIVATE LIMITED

QUALITY CONTROL LABORATORY
The Drugs Cosmetic Act 1940 & the rules thereunder

k «mat Nu.STPIQC171/FM02 CERTIFICATE Of ANALYSIS

Name of Product: LSONIALIR

Batch No 170571INH

Date

Enp. Date : 23/0212022

Sample >qt.,iibu4it\, 50 pia

Sr.

A .

TESTS

1 ì Description /

4'hlirleten

«null

Solubility

Ité.suit

Identification:

Melting Range:

Remdi

Infrared

. Absorption

- Spedrum

Ret̀

A.1, 401, 402 403,

G,I.o,C. industrd Estate,
~lest-mar-303 002.
Oïstrict Bharuch, Gujarat, India.
CIN 112,4231G.11892PTC01,8289

A.R. No ACills111*5712017

Batch siu 11Si kgs

Date of Rectipt : 27/02/2017

Date of Completion 2oto2tzois
Anoyse:Lalm 14121EP 9 LUS,MPIPL HOUSE

PHÄRi1I,c?FOEIAL -40)CárFICtITION R ESULTS

EP BP
A white or almost .

white crystalline

powder or colourless

crysta Is.

Retlifi

Melting

Point of

Ikrivalive

• • •

R nu it

gte-k' y

Analysed by

(QC Chemist)

(Asmita Bhayani)

Complies

Freely soluble in

water, sparingly

soluble in Alcohol.

Complies

(Perform Tens A& IŠ
or ASIC)

170 0C to 174 0C

171

Should oe-

concordant with IR

spectrum of

bon tazid CRR I RS.

Complies

226 QC to

NA

USP
Colorless or white

crystals or white,
crystalline powder.

Odorless and is slowly

affected by exposure to

air›,,and
NA

_ _ _ _ _ _ _ _„
Freely soluble in water,

spariitoy soluble in

alcohol, slightly soluble

in chloroform, and very

slightly soluble in ether.

NA

(Perform Tests 'MO)

170 °C to 173 "C

NA

Should be concordant

with IR spectrum of

Isoninzid CRS I RS.

NA

NA

NA

\sk

Checked by

(QC Agst. Manager)

(Nitesh Shah)

1P
Cokiorlm U1~5 ur

a white, crystalline

powder.

NA 1 . . . ,  
........_....., .... .......... . . . . . , ,. .. ........... . . . . .  , .... . ..... ......

Freely soluble in

water, sparingly

soluble in ethanol

(95%), slightly soluble

in chloroform, very

slightly sotobk in

ether,

NA

(Perform Tests A & I I

170 °C W174 °C

NA

Should be concoi.dant

with 111 spectrum of

Isoniaild CRS I RS.

NA 1
.. . . . . . . . ........„. . . . . . , . . ,.......,.. ..... . .. ... ..............,

22(i t)C to 2.11°C.

NA

<Jo

\:\

Approved by

(QA Asst. Munttger)

(Kantai Minn)
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ISO Se01-2008

Reg_ No. R091/1030

P  R

AMSAL4or CHEM
‘i A

QUALITY CONTROL LABORATORY
The Drugs & Cosmetic Act 1940 & the rules thereunder

Format No.STP/QC171/FM02 CERTIFICATE OF ANALYSIS

e or Produca• ISONIAZID

Sr.
No, TESTS

I). Ultraviolet

Abgnrotion

STeetrum_

A-1 401, 402 & 403.
C 1.D.C. induttfiat E%tate.

Anklešhwar-593 002.
District 13haruch, Gujarat, India.
CIN U24231G.J1992PTC015289

A.R. No ACIINH/Osmou 7 _ _

PHA RMACOPOEIAL SPECIFICATION & RESULTS

EP usr IP
I Should be tt-uneu-rdwit

with UV spectrum of NA
M P tie

I44 ad, VI 1 , 4 It110,

NA N A

NA

Remig NA

4. Appearance of

Solution:

I 5. pil:

Revak

•••••

A. 5% wiv solution is

clear and not inure

intensely colored than

reference Solution 131'7

Ile pH of a 5"(to !All(

solution is 6.0 to 8.0

'omplies

Hydrazine and

Related Substances

(by TLC)

Ilydrazinc

Total Related

Substances

(Except Hydrazine)

7. Related Substances

As pvr

(IIPLC l‘lethntl)

F-141D t
Analysed by

(QC Chetnist)

(Asmita Bhayani)

7.2

0.05%

Complies

0420%

Complies

NA

NA

NA

A 5% wiv Solution is.

clear arid not more
intensely colored

than reference

Solution RVSI.

N A

The of a IA wiv The pH of a 5 /0 vviv

solution is h.0 to 7.5 i olution is 6,0 to 9.0

\ 9
-

Checked by

(QC Asst. Manager)

(Nilesh Shah)

NA

NA

NA

NA

0.05%

NA

NA

NA

NA

NA

NA

Any individual

impurity ILS not more

than 0 .
Sulu of all impuritieg

foltud is not MO 11:-

than 1.0 talo.

NA

Approved by

(QA Asst. Manager)

(Karnat Rhatij
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sffi
MO900.2008

Reg. No. RQ9111030
AMSAL415Y CHEM

A T E LimiTei5

A-1. 401, 402 & 403,
G.1.D,C. industrial EMate,
Ankfeshwar-393 002.
Dištnd Sharuch, Gujarati inclia

U24231G,11092PTC018289

QUALITY CONTROL LABORATORY
The Drugs & Cosmetk Act 1940 & the rules thereunder

Format NoStP/QC/71/FM02 CERTIFICATE OF ANALYSIS

Nome of Product: 1SON1ALID ________A.g. No AGVH/1157/2017

ST:r. 7- PHA RMACOPOE1AL SPEeMICATIOW RESaiS
TESTS

•

EPIBP
8. Heavy !Wink t Not moreihan

110 ppm Ph

.R~is NA

9. I, LOSS 011 Drying 1 Njt: mure than 0.50%

10.

11.

Sulphated Ash

_Knoll-

H.OSILILIC ozi ignition

12, A.ssay

Result

0.28 %

Not more than 0,1".

0.02 %
NA

NA

Not less than 99.0 'Ye
and not more than

101.0 % of Coli/N30.

(11v Titrimetry)

ROW It I 100.1 %

-
Sr. '

trn _ _ _ _No. ---- TESTS- -., ....,, .....

13. Related Suhstfinee.

On-House ['PLC
i Method):

Isonieotinie Acid

lsonicotinnmide

Nì:otiiiuyI 11ydrazide

Diisonicolinoyl
liydraiine

2-1soniazid

•
4-Cya nopyridine

1enzov1 llydrazine
Any (.1ther

Impurity Not more than 0,10%

_Total 1rnpyjties Not more than 020%

USI)
Not ntore than

0.0 % Phi

NA

ot more than 1.0%.

NA

NA

'NA

Not more than 0,20%

IP 1

Not more than

20 ppttli Ph

A.

Not more titan

0.50%

NA_ _

Not more than

0.10fVo.

NA

NA

NA NA
Not less than 98.0 (/,

and not more than
102,0 0/.. or CJI,N30.

(13y41,1PLC)

N A

Not tess tkikn 98.0 Oj .

and not more than

101.0% of C61-11N30,

NA

•

ADDITIONAL TE

SPECIFICATI6N-

\ 0 2 ‘17 C.

Analys'ed by

(QC Chemist)

(Asmit» Rhayatti)

Not more than 0.05%

Not more than 0.10%

Not more than 0.10%

Not more than 0.10%

Not more than 0.10%

Not more than 0,10%

Not more than 0.10%

a

- ,\\
,ke

Checked by

(QC Asst. Manager)

(Nijesh Shah)

Reswin• •_ _ _ _ _ _

ND

oAn511) %

Approved by

(OA Asst. Manager)

(Kamal Bhatt)
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ISO giO*1.2IMI
Reg_ No R0.111030

AMSAL4erC.REM
PRIVATE LIMITED

QUALITY CONTROL, LABORATORY
The Drugs & Cosmetic Act 1 & the rules theroundar

Format Nur.STIVQC/71iFM02 CERTIFICATE OF ANALYSIS

Name of Pmdtict: NON IAZID A.R. No

Sri
No. TESTS

A-1, 401, 402 & 403,
G.10 C Indostoal Estate,
AnkIeshwar.:393 002

Distnct Bharuch, Gujarat, India_
CIN U242316J1992PTC018289

AC/INN/0574017

ADDITIONAL TESTS, _ _ _ _ _
i SPECIFICATION

j It Ett5idual,Solvents

• (In-House GC Method):

Benzene:

1 1

Methvl Alcohol:

15, Partick Siu(by_Siete _analvsis)Nut

NA-

.> . Not

L __1_ NA. _ _ _ _ _ _ _ __________________________....... .„..„......_ ....„_.
1 . Pvlicrobiological Analykis

Aerotiie Count: I Not More Than MOO

Total Rlicteriat Count:

Total Fungai Count

(Yeasts t MouIds);

Pathogens:

Est* eri ia eon
Salmonella ahem>,
giaphylorateus reus

1 II(1OÏJ7(JIIt1i acruginosa
Candida
Aspergats brasiliensis
(lustridiutis yurogenes
Shigella boradii

17 iï:ietal Impurities: SAip ge;:t

Molybdenum

Nkket

Chromiunt

yanoturo

Conclusion:

In the opinion of the undersigned the sample referred to above complies I tives-neteomply

with the requirement as per EP 9 114-1244441-/Land the in-House specification.

Not more than 2 ppin.

Not more than 200 ppm.

Not more than 3000 pprn.

ND

ND

246 ppm

Results

CFU/gm

Not Mort Than lUti
CFLUgni

Should be absent.

Should be absent.

Should be absent.

Should be absent.

Should be absent.

Should be absent.

Shouki be absent.

Should Ix absent.

NA _ _ _ _ _•

Not detected

Not detected

2.48 pron

Angdyged by

(QC .Chemist)

(Asmita Bbayani).

NOt More than 3 ppm

NA more than 3 ppm

Not inore than 3 ppna

Not more than

Checked by

•(QC Asst. Manager)
(Niledr Shah)

Approved toy

(QA Asst. Manager)

(Kamai Ilhatt)
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