180 0004.2008
Rag. No. RQ91/1030

/A

AMSAL == CHEM

PRIVATE LIMITED

QUALITY CONTROL LABORATORY
The Drugs & Cosmetic Act 1340 & the rules thereunder

A-1,401, 402 & <03,

G.1.D.C. lndusinal Fsla!?
Ankleshwar.393 002,

District : Bharuch, Cujeral, India
CIN : U24231GJ1992PTC018289

Format Nu.S I'l"fQ(.lefFMﬂ" CERTIFICATE OF ANALYSIS
Name of Product: ISONIAZID A.K. No t AC/INH/133/2018
Butch No $218133/aNIT Baich size : 1050 kgs
Mfg. Date : 1070472018 Date of Receipt : 130472018
Exp. Date : 09/04/2023 Date of Completion : 19/04/2018
Sample quantity : S} gm ANALYSCA 85 PEr ; BEEP 9.0/ USEAHIN HOUSE
Sr. PHAR}P!AC' OPOEIAL SPECIFICATION & RE! SULTS
Ne. ‘TESTS
EP /BP UsP IP |
1. | Deseription / A white or almost Coloriess or white Colvarless erysials or
Characters white crystalline crystals or while, a white, crystalline
powder or colvurless | erystalline powder, powder,
crystals. Odorless.
Result Complics NA NA
2. | Solubility Frecly soluble in l'-’rcel‘}'r soluble in water, Freely solublein
walter, sparingly sparingly soluble [n water, sparingly
soluble in alecohol., aleohol, slightly suluble | soluble in ethanol
in chloroform, and very | (35%), slightly suluble
slightly soluble in ether. | in chloroform, very
slightly soluble in
ether. o
Result Complics NA NA
3. | Identification: (Pecfurm Tests A&D | (Perform Tests B&D) | (Perform Tosts A & B
o AKC) - ur A&C )
A. Mclting Puint/ 170°C to 174 °C. NA 176°C 10 174 °C
Melting Ruange:
Result 172°¢ NA NA
B, Inlrared Should be Shoeuld be concordant Should be concordant
Absorption concordant with IR with [R cpectrum of with IR spectrum of
Spectrum spectrum of Isoniuzid CRS / RS, Dbuniazid CRS /RS,
Ironiazid RS/ RN,
Result Complics NA NA
"C. Melting 226 °C 10 231°C. NA 226 °C 1o 231°C.
Toint of
Derivative
Result NA NA NA
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Analysed by Checked by Approved by
(QC Chemist) {QC Manager) (QA Manuger)
(Asmita Bhayani) (Umesh Patel) (8. J. Surati)
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130 9001-2008
Reg. No. RQ21/1030

/A

AMSAL = CHEM

PRIVATE LIMITED

QUALITY CONTROL LABORATORY

A-1, 401, 402 & 403,

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

Distriet : Bharueh, Gujarat, India
CIN . U24231GJ1992PTC016289

The Drugs & Gosmetic Act 1940 & the rules thereunder

Format No.STP/QC/7T1/FMUZ

CERTIFICATE OF ANALYSIS

Nume of Product: ISONIAZID A.R. No AC/INH/LISIE018
Sr. PHARMACOPOEIAL SPECIFICATION & RESULTS
No, TESTS . ,

EP/BP USP IP

D. By HPLC ‘The retention time of
NA the Isoniazid peak of NA
the sample solutions
corresponds ta that of
the standard solutien,
J as obluined in the
p— ASSUY.
Rosult NA NA __Na
4, | Appesrunce of A 5% w/v solutlon is NA A 5% w/v solution is |
Solution: clear and not more clear and oul more
inlensely colored than intensely colored
reference Solution BY5 than reference
Solution BYSa.
. Resalt Complics NA NA
5 | pH: The pH of a 8% wiv | The pH of w 10% w/v | The pll of 2 5% w/v
solution te 6.0 to R.0 solution is 6.0 to 7.5 | solution Is 6.0 1o 5.0
Resull 7.1 NA Na
0. | Hydrazine and
Related Substances
(by TLC)
Hydrazine 0.05% NA 0.05%
Result Complies NA NA
Tolal Reluted
Substances 0.20% NA NA
(Except Hydrazine)
Result Complles NA  NA
7. | Related Substances NA NA Any individual
As per [P lmpurity is nut more
(HPLC Mcthod) than 0.20%.
Sum of all impurities
found I$ not more
. than 1.0 %.
Result NA NA NA
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Analysed by Checked by Approved by

(QC Chemist)
(Asmita Bhayamni)

(QC Manager)
(Umecsh Patel)

{QA Manager)
{S. J. Surati)
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C A A-1,401, 402 & 403,

s EIR?.C Industrial Estate,
¥ - nkleshwar-353 002,
mff?ui"ﬂéi?ﬁ"m AMSAL<> CHEM District : Bharuch, Gujarat, Ingia.
PRIVATE LIMITED CIN: U2d231GJ1902F-‘TC01828Q
QUALITY CONTROL LABORATORY
‘ Tho Drugs & Coemotic Act 1940 & the rules thereunder
Name of Product: ISONIAZID L A.R. No : AC/INH/ 332018
Sr. PHARMACOPOEIAL SPECIFICATION & RESULTS
Nu. TESTS I
FP/BP USP P
8. | Heavy Metals NA Not more than | Not more than
: . ]0.002% Pb | 20ppm Pb
B Result NA NA NA .
9. | Loss on Drying Not more than 0.50 % | Nof wore than 1.0%. | Not more than 0.50%
Rasult 27 % ' NA NA
10. | Sulphated Asb Nut muore ﬂul.n 0.10 % NA Nor more than 0,10%
_— Result 0.02 9% NA . NA
11, | Residue on Ignition . ~NA Not more than 0.20% NA
- Reswlt NA ‘ NA I - Na
12, | Assuy Not less than 99.0 % | Not less thun 98.0 % | Not less than 080 % |
{on dricd basis) and not more than and not more than and not more than
U0 Yo of CelINsO. | 102.0 %% of CALNO. | 101.0% of CcHaNa().
(By Titrimetry) 1 (By HPLO) (By HPLC)
Kesulr | 100.1 % 1 NA NA
SR. TESTS ‘ SPECIFICATION Kexulss
N(}
13. [ Related Substances By HPLC (%) : As per USP 3% .
Isonlacin Not more than 0.1 % -
Isonicotinamide Not more thun (.1 % -
Picolinohydraozide Not more than 0.1 % -
Isonicotinenitrile Not more than ¢.1 % -
Any Unspeeified Impurity | Not more than 0.10 % -
Tatal Impurities Not more than 2.0 %
e ADDITIONAL TESTS
14. | Related Substunees (In-Flouse HPLC Method);
Isonicotinic Acid Nol more than 0.05%4 0.0107 %
Isonicotinnmide Not more than 0,10% 0.0062 %
Nicotinoy! ilydrazide Not more than 0.10 % ND
Diisonicotineyl 1ydrazine | Not more than 0.10% 0.0030 %
2-Tsonlazid Not more than 0.10% ND
4-Cyanopyridine Nol more than 0.10% ND
Benzoyl Hydrazine Not mare than 0.10% ND
Any Other Single
Irapurity Not more than 0,10% 0.0674 %
Total bwmpurjties LNut more than 0,20%4 0.0272 %
i
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Analysed by Checked by nppruved by
(QC Chemist) {(QC Manager) (QA Manager)
{Asmita Bhayani) (Umesh Patel) (S. J. Surati)
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ISC 2001-2008
Reg. No. RO01M030

/A

AMSAL = CHEM

PRIVATE LIMITED

A-1,401, 402 & 403,

G.LD.C. Industrial Estate,
Ankleshwar-383 002,

Disirict : Bharuch, Gujaral, India
CIN: U?d?ﬁf‘HQQ?PTCOmQEQ

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

Format No.STP/QCITI/FMO2 CERTIFICATE OF ANALYSIS
Name of Product: ISONIAZID A.R. No + AC/INH/133/2018
SK. TESTS SPECIFICATION Resucles
NO
15 | Resldual Solvents (In-House GC Method) ]
Benzene Not more than 2 ppm. ND
Fyridine Nutmore than 200 ppm. | ND
Methanol Not more than 3000 ppm. 299 ppm
16, | Particle Size
(by Sicve analysis)
e NA NA

17. | Microbiologieal Analysis
Total Viable Aeroblc
Count:

Total Bacterial Count;

Total Fungul Count
(Yeasts + Moulds):

Pathogens:

Escherichia coll
Sulrconells abony
Staphylococeus awrcus
Psesdomonas aeruginosy
Candlda albicans
Aspergiflus hrasiinesis

Clostridinm sporogenes

Not More Than 1000 CFU/gm

Nat More Than 100 CFU/gm

Should be abrent.
Should be nbsent.
Should be nbsent.
Should be absent,
Should be absent.
Shonld be absent,
Should be absent.

18* | Metaf inpurides: Skip tess

Molybdenum Not igore than 3 ppm -

Nickel Not more than 3 ppm -

Chromium Nnt more than 3 ppm -

Vanadium Not more than 3 ppm - J
Concluston:

In the opinion of the undersigacd the sample referred to above complics / doesnotcamply-
with the requirement as per EP 9.0 /BP/USP/AR and the [n-House specification.

* Test No.18 Metal impurities *Skip test’,
Remark: This Lateh COA is reprint on 24.05.2018,
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Annlygod by Checked by ADDI’O\ l.d by
(QC Chemist) {(QC Manager) (QA Manager)

(Asmiita Bhayani)

(Umesh Patel)

(8. ). Surati)
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