A1 401, 402 8403,
G..D:C. Industrial Esiale,

fnkleshwar-393 002
- : 76 YT District - Bharuch, Gujarat, India.
TSO A0 ; 2088 by T o 44 1 ~N LPG23G] 1SN Y B RE
IRk AWiSATL < CHEM CIN : U24231GJ1982PTCO1628¢
: F‘ 3 T ATE LIMITED

QUALITY CONTROL LABORATORY
The Druge & Coemotic. Act 840 & tha rulas thereundar

Format NO-STWQCW 1/FMO2 CERTIFIGATE OF ANALYSIS _
‘Name of Proguct: T N]ﬁ[d\ AR No L ACINR/SIID20
Batch N& < 20399/INH: Batch size : 1000 kgs
Mfe. Date : 30/0942021 Date of Receipt 5 03(10/2010
Exp. Date + 2940972025 Date of Complétion : 05/16/2620
Sumple quantity : 50.gm Analysed wsper s BEDP 10LEPAPIN TIOUSE.
Sr. ) PHARMACOPOEIAL SPECIFICATION & RESULTS:
No. TESTS .
EP /BP Usye T
L | Description / White or.almost Colorless or white Colourless erystils:ar
Charaeters white.crystalling erystals or white, a white,crystailine
powder.or eolonrless | erystalline powder, Is powder.
Crystals. vdoriess. -
Result Complics ' NA NA
Zi | Solubility Freely soluble in 4 Freely sofuble in yater, | Freely solubleln
' water, sparingly sparingly soluble in’ wafer; sparingly
suluble inethano] | uleotio, slightly soluble soluble. in ¢t
{96 %} in chloroform, and very (9%%). slightly solubie
‘ slightly soluble in-cthor,. | in chloroforsm, very
slightly solubie.in
ethgr,
“Resuft Complies NA NA
3. | Identification; {Perform Tests A&B | (Perform Tests B&D) (Perform Tests A& B
or A&C) ' or AGC))
A, Melting Point/ 170°C o 174 °C NA 170 °Cto 174 °C
Melting Ranges
L Rewdr| | 1708°C - N& A
B Tafearcd | Should be Should he concordant Shonld be concordant
Absorption. concordant with IR | with IR spectrum of witle IR spectyum of
Spectrom spectrum of Isoniazid CRE/JRA. sontazie CRS /RS,
Isoninzid CRE FRS.
Result Complics ' NA NA
'C. Melting 226°C 10 231°C. NA 226 °C 1o 231°C,
Point of
Derivative
Kesult. NA NA INA,
D. By HPLC The retentinm time ol the
NA fsoniazid peak of the NA
sampie \alutlml
corresponds to that of
the standard solution, as
obiatned o the pasay.
Result MNA NA
AN ] -
@u\’"ﬁ ’%ﬁ’“
Analysed Dy ChecKed by I
(QC Chemist) {Asst. QC Manager) (Asst. QA Mnnﬂger)
{Ganesh Patil) (A.R. Rajput) (Anil Patel)
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B.1 401, 402 &403,
G1.D.C. Industrial. Eslaie,
Ankleshwar-303 002,

)
/£ i\

B
LY o A District - Bhanch, Gujarat, lndia.
1505008 2016 , AMEAL < CHEM CIN : U24221GJ1992PTCO 18289
e M. HONEHIOAD i
FRIVATE LInITED
QUALITY CONTROL LABORATORY
~ TheDrugs & Cozmatic. Act 1840 & the rutes. thereunder
Format Na.STR/QC/TI/FM02 GERTIFICATE OF ANALYSIS S
Name of Product: ISONIAZID . AKX, No 1 ACANH/I9/2020
W A PHARMACOPOEIAL SPECIFICATION & RESULTS
No.| TESTS EP/BP USP P
4, | Appearance of A 5% wiv solution is NA A 5% wiv solution i
Satatign: clearand not more : - clear and not more
‘intensely colored than intensely colored
reference. Solution BY 1han referenceé
_ Solutign BYSr.
, Result Complies NA ' NA
5 | pH: : Fhe pH of a 5% wiv | The pHora10% w/v | The piofa $%. vy
solution & 6:0 {u-8.0 solation is:6.0 to 2.5 | solution is 6.0108.0
Rogult T1% NA NA
6. | Related Substances (by TLC), ‘
- Anv other single max 3 NA ' NA. , 0.05%
Resulr N NA NA
Hydrazing NA Na NA
' | Resslt - NA - NA N
7.. | tmpurity Eby HPLC | Maximum 15 ppn MNA NA
Kesuit 4,17 ppm oA KA
8 | Related Substances. Tmpurity-A Isoniacin - Notmore Any individual
As perEP/BFAPIUSY | (1soplcotinic Acid) - han 0.1.%% impurity is viot more
{HPLC Methad) Maximum 0.15 % Isonicatinamide~ Not | than G.2U%,
Impurity-B mere than 0.1 %_ Sum t_)g_ﬁ“ impurities
ot | Fioonydrizide- - fund B yoLmore
VIR e w otmore inan i than 1. Yo.
Maximum (15 % l:}onicdthmu‘itriie -
Unspeeified Impurities Not more than 0.1 %
. Muximum 0:10% | Any Unspecified
Total Impiritics - impurityo-,‘Not more
Maxinrum 0.5 % Gan 0.10%.
A Tolal impurities:»
L , ¥ Notmare than 2.0 % )
= " Resulf | Impurity-A - 0.0EH0% NA ' - NA
Impurity-B - ND
| Unspecified Impurity -
ND
“T'otal Impuriticy -
0.0110°%% |
Er.
Dm\ ror "
20 : '
e el P e
Analysed by Checked by Approved by
{QC Chemist) (Asst. QC Manager) (Asst. QA Manager)
(Ganesh Patil) (AR. Rajput) {Anil Patel)
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QUALITY CONTROL

LABORATORY

A-i 401, 407 & 403,

CUD.C. Industrial Estate,
Ankieshwar-393 002

Digtrict Bharuch, Gujprat, India.
GING U24231GJ1992PTCC 1628

The Drugs-& Cosotic Act 1840 & the rules thereunder

Formal No.STP/QC/71/FM02 CERTIFICATE OF ANALYSIS .
Name of Product: ISONJAZID AR No’ : ACANH/399/2024
Sr PHARMACOPOEIAL SPECIFICATION & RESULTS
No, TESTS
“EP/BP USP P
¥, | Heavy Metals NA Not more than - Mot more than
0.002% Fb. 3 ppm. Ph
N Result NA NA NA
10. | Loss on Drying’ Not more than 0.5 % Not more than- 1.0%. | Not mare than 0.5094
Result 0.34 % NA NA
1% | Sulphated Ash Not more than 0.10%. NA Not more than 0;10%
. Reewlt -0.02 9% NA NA
12, Rca.ldm. on Tgnition | NA - ‘Not more than 0209, NA
Rosult MA INA A
13. Asg:_v _ Not less than 9.0 % | Not less than OR.0 % | Not less than 98.0 %
{on dried bagis) and not more than wund not more Uian and not more thin
1060 % of CeHiN:0. | 102.0 % of CaHaN:O. | 1010% of CoH:NO.
(By Titrimetry) {0y HIPLC) | (BY HPLC)
Result 99.9 % NA NA
LR TESTS SPECIFICATION Results
NO: -
ADDITIONAL TESTS
14 | Residusal Solvents (In-House GC Method)
Beagene: Mot imore than 2 npm. ND
Pyridine Not-more than 200 ppa. ND
Mcthanol | Mot more than 3000 pim. 342 ppm
I5. | Particle Size
{by Sieve analysis)
NA NA ‘NA
I6. | Related Sabstances (Tn-House PLC Methodd):
Isonicotinic Acid Not mare than 0.05% 00115 %
Isonicotinamide Not more than 0,10% 00084 %
Nicottnoyl Hydrazide Not more than:0.10 % ND
Diisanicotinoy]l Hydrazine | Mol mofe thun 0.10%% ND
2-Ysoniazi)’ Not mare than 0.10% ND
4Cyanopyridine Not more than 0.10% ND
Benzoyl Hydrazine Not more thay 0.10% ND
Any Other Single
lpurity Net'more than 0,10% L0137 %
Total Limpuritics Not mare than 0.20% 1 0.0336 %
@7 S ol 2
Aot W |
par-r L S -
Analysed by Cheeked by Approved by
(QC Chemist) (Asst. QC Manager) (Asst. QA Manager)
(Ganesh Patil) (AR Rajput) (Anil Patel)
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At 401, 402 8403,

G..UC. Indusingl Estate,
Ankloshwar-393 002.

District: Sharuch, Gujarat, india.
CIN 1 U24231G31992PTCO 15284

IS0 5002 £ 2015
fop. Ne, Bastnies o Tt
PRIVETETINITED

ARG, éb,g CHEM

QUALITY CONTROL LABORATORY
o Drugs & Cosmotic Act 1040 & the roles thérounder

Format No. S‘I‘P’QC”W““ GERTIFICATE DF ANALYSIS

Name of Product: ISON IAZID + AC/INEL/399,2020
wm TESTS SPECIFICA nwv Resulty
NG

17. | Mierobiologieal Analvsis

Total Viable Aerobic Coumé | . |
Tofal Bacterial Count: ‘Not More Than 1000 CFUgm | -

Total Fungal Count :

(Yeasts + Moulds)y Nat Mare Than 1K CFU/gm. | -

Pathagens:

Escherichin coli ‘hould be sbsent, -

Salroncily wborny Should be abscit. -

Staphytococeus: sureus Should be aksent. -
1. Pséademoias :rcru&ma.m Should beabsent. ~

Should be wbsent, .
Should be absent, . -
Should he ahsent. -

‘Cendida athicans
Asperpillug brasiliensis
Clostridium sporogencs

| Shipella boydli Should be abseni, -
18% | Meralimpurities: Skip test
‘Molybdenum Not more than 3 ppm -
Nickel < Not more than 3 ppm -
Chromium Not more than 3 ppm -
Vanudium Not more than 3 ppm -
Conclusion::

1In tlie opinion of the understgned the sample referred to ahove complies./ dees-not-eomply-
with the requirément ag per EP 10 /BP/USP/IR wnd the In-House specification.

" ‘Test No,18 Metal impurities “Skip test’,
Remarle: This batch COA i reprint on 30. 11.3920

DY (o
\,bo\\ﬂ -
el ‘I\T’l;';-o
Analysed by Checlied by Appra ed by
(QC Chicmist) {Asst, QC Manager) (Asst. QA Manager)
{Ganesh Patil) (AR Rajput) (Anil Patel)
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