Reg, No: ROS 1300

A-1, 401, 402 & 403,

G.LD.C. industrial Estate,
Anklashwar-303 002,

District : Bharuch, Gujarat, India.
CIN ; UZ24231GI1992PTCO 18200

AMSAL <> CHEM

PRIVATE LIMITED

QUALITY CONTROL LABORATORY

The Drugs & Cosmetic Act 1940 & the rules thereunder

Format No.STPQCHT EMOZ CERTIFICATE OF ANALYSIS
Name of Product: ISONIA AL Neo : AC/INHMZ0/2019
Baich No 19430/INL Bach size : 1000 kes
Mg, Dare 3 11:1:1;’:519 D of Retoipt 14715209
Exp, Date + 1071172024 Duate of Corpletion 1 {9/11/2019
Sample.quantity 50°em Anabvsed as per - BREP 9.S/0SPIPAN SIOBSE
Sr, . PHARMAC OPGE{ AL SPECTF. IC&TION & R&?UZ s
| No. TESTS
EP / BP i Usp P
L. | Deseription / White or almost Coloriess or whiie Colourless erystals or

Characters white erystalline erystalé or white, i white, erystatling
powder or colourless | crystalling powder. powder.
crysinls. Odoriess.
Resalt Complies NA NA
2. | Solubility Freely soluble in Frecly-voluble in water, | Freely soluble in
: ! water, sparingly sprringly soluble in water, sparingly

soluble in ethane! alcohol, shightly sofuble | soluble in cthane) i

(96 %) in chloroform, and very | (95%), slighily soluble
slightly soluble In ether. | in ehloroform, very
sliphily soluble in
] ciher.
Ryl Complies Na NA
3. | Identification: (Perform Tests A& | (Perform Tosts BE&D) {Perforip Tests A & B
or A&C) ' grA&C)
A Mlelting Point/ I o 174 °C NA L oC 1o 174°C
Melting Range:
- Roesulf 17L5°C NA NA
B, Infrared Should be Should be concordant Should be concordant
Absorption concordant with IR { with IR speetrum of | with IR spectrum of
Speetrom spectrum of Isoniuzid CRS /I RS. Tsoniazid TRS /RS,
Iseninzid CRS/ RS,
Rexulr Coniplies NA NA
€. Melting 226 °C to 2319, NA 226 °C 10 231°C,
Paint of
Derivative {
{
Resuly NA Na NA
b, By HELC | The rerention tine of the
NA Isonipzid  penk of the MA
simple sulation |
eorvesponds Yo that of
the standard solution, s
obtitined in the assay.
Result KA | NA

%‘1 12119
Analysed by
(QC Chemist)

(Jaydeep Patel)

Approved by

St

Checked by

(QC Mauager) (Sr. QA Officer)
{Umesh Parel) {Axnil Patel)
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AMSAL <> CHEM

FRIVATE LIMITED

QUALITY CONTROL LABORATORY

A-1, 401, 202 & 403,

G.LD.C. Industrial Estata,

Anileshwar-393 002,

District : Bharueh, Gujarat, India.
CIN : U24231GJ1982PTCD18253

The Drugs & Cosmetic Act 1940 & the rules thereunder
Format No.STP/QC/7 /M2 CERTIFICATE OF ANALYSIS
Nome of Product: ISONIAZID AR, No : ACANHI4Z0/2019
Sr. PHARMACOPOEIAL SPECIF TCATION & RESULTS
No, TESTS EP/RBP USP Ip
4. | Appearance of A 5% wiv solutinn is NA A 5% wiv solution i
Sotutian: | clear and nor more clear and not more
intensaly colored than Intensely colared
reference Solution BY 5 than referviee
Solutlon BYS;,
] Resalr Camplies NA NA
5 | gH: The pH of & 5% wiv | ThepH ofa 10% wiv | The pH of a 5% wiv |
solution is 6.6 (v 8.9 solition is 6.0 10 7.5 | solution is 6.0 to 8.0
Result 712 NA ' NA
6. | Relnted Substances (by TLCY
Any other sinple max NA NA D.03%
' ‘ Resul Na Na NA
Hydrazine NA NA N
? _ Resul NA NA NA
7. | tmpurity E by HPLC Maximum I3 ppm NA NA
Resuir 470 ppm NA NA
. 8 | Relnted Sibstanecy Tmpurity-A i Isonizein - Mot mare i Any individual
As perEP/BPAP/USP | (Isonicotinic Acid) - than 0.1 %2 impurity s not more
(HPLC Method) Maximum 0.15 % - Isonicotimamide - Nt 1 than 0,300,
' , maore (fan L1 % Suns of all impurities
‘]:;ngu‘r\i;i—;ﬂ mide) Pleolinohydrazide - found is not more
l\;t‘:t:z “% 1% :, . ¢ Mot more than 0.1 % than LU %.
RIS Bt Tsonicotinonitrile -
Unspecificd Tmpurities | Mot more than 6.1 %
- Muximum 014 % Any Unspecified
Tota] Impuritics - e . T R
Maximua 0.5 % GBI 6 30%
e ! Total Tmpurities -
Not mipre than 2.0/ 9%
Result | Impurity-A - N NA NA
Impurity-8 - NI '
Unspeetficd Impuyity -
ND
Total Impurities - NI
g?" 2119 i
Tl ?o [{'11.1 a }M
Analysed by Checked by Approved by
(QC Chemist) (QC Ma n—ag,r.r) {Sr. QA Officer)
{Jaydeep Patel) {(Umesh Pated) (Anil Patel)
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' A-1, 401, 402 8 403,
G.LD.C. Industrial Estate, .

_ _ Ankleshwar-383 002,
K. R AMSAL <= CHEM CIN: 22316 2P T G289
PRIVATE LIMITED ’ ’ -
QGUALITY CONTROL LABCRATORY
, The Brugs & Cosmetic Act 1940 & the rules thersunder
Fﬁrm_m NoSTP/QC/TI/FMU2 CERTIFICATE QF ANALYSIS
Name of Product: ISONIAZID AR No : ACANE/A2072019
3 PHARMACOPOEIAL SPECIFICATION & RESULTS
Ne. TESTS
EP/BP (ISP P
9. | Heavy Metals NA Not more thun Not more than
' 8.002% P 20 ppm Ph
Reésult NA _ NA NA
it | Loss on Brying Not more than 0.5 % Notmore than L8%. | Nof more than 6,50%
Result 823 % ] NA NA
11, | Sulphated Ash Not more than (.10%. NA Not more than 1,10%
Resull 0.03 % B NA NA
12, | Residueon Ignition NA Not more than (L.20% NA
: Result NA A NA
13. | Asvay ‘ Mot loss than 990 % | Not less than 98,0 % | Not less {han 98.0 %
(o1t dried basis) and not more than ! and not more than and nol more than
1010 % of CH-NIO. | 102.0 % of CaFLN:O. | 101.0% of CiHN:0,
{By Titrimetry) | (By HPLC) (By HPLC)
Result 99.9 % 1 NA NA
¥ .
SR TESTY SPECIFICATION Resudes
No
_ . _ADDITIONAL TESTS
14, | Residusd Sobvents {In-House GC Method)
Benzene Not more thas 2 ppm. P ND
Pyridine Not more than 260 ppm. ND
Methanol Nol more than 3000 po,. 198 ppm
15, | Particle Sizc
{by Steve mnalysis)
i NA K NA NA
! 16, | Related Substrmces (I-House HPLC Mothodys
Isonicotinic Acid Not more than (3.05%, 00654 9%
Isonicotinomidy Not muore than §.10% i ND
Nicotinoyt Hydruzide Not more thun (.10 % ' ND
Diisonicotinoyl Hydrazine | Not more than 0.10% C L0046 %
2-Tsoniazid Not more thap 0.15% ND
4-Cyanopyridine Not more thuo 0.10% NI
i Benzoyl Hydrazine ot mwore than D105 ND
f Any Other Single |
| Imparizy - Notmore thun 0,10% 00044 %
i Total lmpuriiles Not more iynn 0.20% 00343 %
622 19 = ,
tol 12 1@}}{‘341,9\ # 21
Analysed by Cheeked by Approved by
(QC Chemist) (QC Managzer) (Sr. QA Officer)
(Jaydeep Patel} {Umesh Patel) {Anil Patel)
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A-1, 401, 402 & 403,
i G.1.D.C. Industriat Estata,

ol : HEM Anllashwar-393 002,

P 20T (I 1 e i iy Distriel ;: Bharuch, Gujarat, India,
e e s ﬂﬁ% - ]('; | g’é 5 CIN 1 U24231GJ1992PTC018289
QUALITY CO:NTROL LABORATGRY

o The Drugs & Cosmetic Act 1940 & the rules thereunder
Format NoSTPIQC/TI/FMO2 CERTIFICATE OF ANALYSIS
Name of Product: ISONIAZID AR No : AC/INH/420/2019
SR, TESTS SPECIFICATION Results
NO

17. | Microbislapical Analbvsis
"Total Viable Acrobie Count

Total Bacterial Coune: Not More Than 1000 CFUmm | -
Total Fungal Count
(Yensts + Moulds): Not Mare Thau 100 CFl/am | -
Pathagens:
Escherichia coli Should be absent. -
Salmenetia wbony Should be absent, -
Stuplivlococens aursus Should be absent. -
Prewdomonas gergginose Shoulil be sbsent, -
Candidla athicans Should be ubscut. »
Asperglitus Brasiliensis Should be abiseu. -
Clostridinm sporogenes Should be abyent. -
Shigefia boydli Should be absent, i -
| 18% | Matad inspuerities: Skip test
Motybdenum | Mot more thun 3 ppm -
! Niekel Mot mgre thun 3 ppm - S -
= " Chromium Nol more thaa 3 ppm -
Vanadinm Not more than 3 ppny =
Couclusion:

‘In the opinion of the undersigned the sample referred to above co mplies / does-not-comply-
witht the requirement as per EP 9.5 /BRASH/IR and the In-House specification,

* Test No.18 Metal impurities *Skip test’.

Remark: This bateh COA is reprint on 10.12.2019,

(%,\;m %ﬁ:ﬂi lo} (& !M

Analysed by Checked by Approved by
{Q{Iﬁ_(.}l'm;njst} {QC Manaper) (Sr. QA Officer)
(Jaydeep Patel) {Umesh Patel) {Anil Patel)
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