Qe

IS0 9001-2008
Reg. No. RQI1/1030

Formal No.STP/QC/THFMO2

/A

AMSAL < CHEM

PRIVATE LIMITED

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

Name of Product: LISONIAZAL

Batch No
Mg, Dale
Exp. Date

{17057/INH

1
1 236212022

CERTIFICATE OF ANALYSIS

A.H. No
Batch size
Date of Receipt

A-1, 401, 402 & 403,

G1D.C Industrial Estate,

Anklestiwar-393 002.

District - Bharuch, Gujarat, India.
CIN - U24231G31992PTC018289

: AC/ENH/AQSTII08T
: 1050 kgs
: 270272017

Date of Completion : 20/02/2058

;Saig]_plc quantity 1 50 pm Analysed as por : BREP 9 [USPAR/IN HOUSE
l | PHARMACOPOEIAL SPECIFICATION & RESULTS |
Sr. TESTS e S
No. —_ | _ EP/BP USP g 1P
1. | Description / A white or almost Coioriess or white Colourless erystals vr
; i Characters white crystafline erystals or white, a white, erystalline
| powder or colourless | crystalline powder. powder.
i ! crystals. Odorlesy and is stowly
affected by exposure 10
air and light. T
Rosuit Complics NA NA
T Et?fuhThtv ' Freely soluble in Freely soluble in water, Freely solu blein
water, sparingly sparingly soluble in water, sparingly
soluble in Alcohol. alcohol, slightly soluble | soluble in cthanol
in chloroform, and very | (95%s), stightly soluble
slightly soluble in ether. | in chloroform, very
stightly soluble in
5 R . ether. L
Hesult | Cuniplies NA NA
'3, | Tdentification: (Perform Tests A&B | (Perform Tests B&D) (Perform Tests A & B
______ . or A&C) . , or A&C ) o
A. Melting Point/ 170 °C to 174 °C 1T °Cto 173°C 170 °C to 174 °C
Melting Range:
S S _ y
Result 176°C NA NA
B.Infrared | Should be Should be concordant | Should be concordant
Absorption concordant with IR with IR spectrum of with IR spectrum of
Spectrum spectrum of Isoniazid CRS / RS. Isoniazid CRS / RS.
| 1soniuzid CRS /RS, e
Result Complics NA NA
€. Melting 226 °Cto 231°C. | NA 126 °C 0 231°C.
Point of
Derivative
| Result NA B NA NA
A e

L ;U\« o t—\ V&
Aunalysed by
(QC Chemist)

{Asmita Bhayani)

S

3-6*\ AN

Cheched by
(QC Asst. Manager)
(Nilesh Shah)

- SR, WU | q;
‘&Wﬁe\%‘\\

Approved by
(QA Asst, Manager)
(Kamal Bhatt)
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150 5004-2008
Reg. No. RQS1/1030

/A

AMSAL =

CHEM

PRIVATE LI

MITED

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

A-1.401, 402 & 403.

G .1.D.C. Industrial Estate,
Ankleshwar-383 002,

District - Bharuch, Gujarat, india,
CIN : U24231GJ1982PTC018288

Format No.STR/QC/71/EM02 CERTIFICATE OF ANALYSIS
Name of Product: ISONIAZID _ARNe__:AC/INH/057/2017
| Sr. . i PHARMACOPOEIAL SPECIFICATION & RESULTS
’ No. TESTS o e
T __ EP/BP use i
D, Ultraviolet Shouid be concoerdant
Absorption NA with LV spectrum of NA
. Spectrum o Isuniazid USP RS. —
Resuli NA NA NA
4 Appearance of A 5% wiv solution is | NA A S% wiv solution i
Solution: ciear and nol mure clear and not more
intensely colared than intensely colored
reference Solution BYs than reference i
Solution BYS:. |
i T Resake Complies NA NA
[s [pn The pH of 4 5% wiv | The pti of a 10% wiv | The pH of a $% wiv |
' solution is 6.0 ta 8.0 solution is 6.0 to 7.5 | solution is 6.0 to 8.0
I Rﬂ);‘-I;ﬂ g v st e mawsaa e 7. 2—A SR — NA ol T— . N’.‘g.ww PP
6. | HyGrazimcand | T
Related Substances
(by TLC)
e | 0% N T Taasw
’’’’ Result Comnplies NA "NA J
Total Related | B T
Substances 0.26%, NA NA
(Except Hydrazine)
T Resalr Complies NA NA
" 7. | Related Substances NA e TNA Any Individual
As per IP fmpurity is not more
(HPLC Method) than 0.20%e.
Sum of all impurities
found is not morc
J Reswle NA NA NA
______ — N LWl e Qé
. e BN 5N
&‘Uﬂ \)\ 0L \\ & ) (% “ 5—5\

Analysed by
(QC Chemist)
(Asmita Bhayani)

Checked by

(QC Asst. Man
(Nilesh Sha

ager)
h)

Approved by

(QA Asst. Manager)

{(Kamal Bhatt)
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150 9041 -2008

Reg. No, RQ$1/1039

Forma

Name of Product: ISONIAZID

t No.STPIQCTI/EMO2

/A

AMSAL = CHEM

PRIVATE LIMITED

QUALITY CONTROL LABORATORY

The Drugs & Cosmetlc Act 1940 & the rules thereunder
CERTIFICATE OF ANALYSIS

A.R. No

A-1, 401, 402 & 403,

G 1.D.C. Industrial Estate,
Ankleshwar-393 002,

Distnet - Bharuch, Gujarat, India.
CIN | U24231GJ1992PTC018289

» ACANR/AST2017

| Sr. PHARMACOPOEIAL SPECIFICATION & RESULTS
i No. TESTS o i
| ~EP/BP USP 13
i % | Heavy Metals Not maore than Not more than Not more than
P 10 ppm Pb 0.002% Ph 20 ppm Pb .
! Resuly | NA NA NA
9. | Loss on Drying Not more than 6.50% Not more than 1.0%. | Not more than
' - R 0.50%
o Resulr . L28% NA NA L
16, | Sulphated Ash Not more than 0,10%. NA Not maore than
- 0.10%.
o Result 0.02 % NA NA
1L | Residuc on Ignition NA Not more tham 0.26% Na
Result NA NA B NA .
12. | Assay Not ess (han 99.0 % | Not Iess than 98.0 % | Not less than 08.0 %
and not more than and not more than and nol wore than
1010 % of Cu"TNJO. 102.0 2% of Ca“'JN_\(). 10‘.0'/0 of CéH"N.&()
(By Titrimetry) (By HPLL) (By HPLC)
Resuit £00.§ % NA NA
se ADDITIONAL TESTS o
No. __TESTS SPECIFICATION Results
13. | Related Substances
(In-House HPLC
Method):
Isonicotinic Acid Not more than 0.05% 0.0169 %
Isonicotinumide Not more than 8.10% 0.G081 "%
Nicotinoy! Hydrazide | Not more than 0.10% ND
Ditsonicatinoyl ND
Hydrazine Not more than (.18%
2-tsoniazid Not more than 0.10% ND
4-Cyanopyridine Not more than 0.10% ND
Benzoyl Hydrazine Not more than 6.10% ND
Any Other Siogie i
Impurity Not more than 0.10% ND
Total Impurkities | Not more than 0.20% 8.0250 9%
PR S RN
gt e AT
Analyscd by Checked by Approved by
(QC Chemist) {QC Asst. Manager) (QA Asst. Manager)
(Asmita Bhayani) (Nilesh Shuh) {Kamal Bhatt)
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A-1, 401, 402 & 403,

G.L.O.C Industrial Estate,
Ankleshwar-393 002

Distagt - Bharuch, Gujarat, India.
CIN ; U24231G1992PTCO18288

/A

AMSAL < CHEM

PRIVATE LIMITED

QUALITY CONTROL LABORATORY
The Drugs & Cosmetic Act 1940 & the rules thersunder
Format No.STP/QC/T 1/EMO2 CERTIFICATE OF ANALYSIS

Name of Product: ISONIAZID AR. No

E’i] JAS-RNE
180 $001.2008
Rey. No. ROSA030

+ AC/INE/057/2017

K ADDITIONAL TESTS i
No. TESTS | SPECIFICATION Results
14 [ Residual Sobveats
I {In-House GC Method):
Benzene: Not more than 2 ppm. ND
Pyriginc: Not more than 208 ppm. ND
Methyt Aleohol: Not more than 3000 ppm. | 246 ppm
i Pen icl‘ééi‘v‘,'é oy Siove amalisis Ao S,
NA I NA I NA
16. ﬁ!jﬂphinlogéml Anglysty _
Total Viable Aerobic Count: | Not More Than 1800 T
Total Bacterial Count: CFUigm
Total Fungal Count Not More Than 100 -
(Yeasts + Moulds): CFU/gm

Pathogens:

Eschericlia coli
Salnonella abony
Sraphylocoecus unreus
Pscudomonas aqersginosu
Cundidy afbicans
Aspergilius brasiliensis
Clostridiem sporogenes
_V Shigella boyadii

17T | Metal impurities: Skip tess

Shouid be absent. -
Should be absent. -
Shouid be absent, -
Should be absent, -
Should be absent. -
Should be absent. -
Should be absent, -
{_Should be absent, -

Motybdenum Not nare than 3 ppm Nat detected

Niekel Not more than 3 ppm Not detected

Chromium Not more than 3 ppm 2.48 ppm

Yanadium Not move than 3 ppm | Not detected
Conclusion:

In the opinion of the undersigned ¢he sample referred to above complics / does-not-comply-
with the requirement as per EP O /BRAUSPAP-and the In-House specification.

ST

553 B TN
ﬂfgc‘“ 2 \ A f:?“ Y
Analysed by Checked by Approved by
(QC Chemist) (QC Asst. Manager) (QA Asst. Manager)
(Asmita Bhayani) {Nilesh Shah) {Kamal Bhatt)
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