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OPIFICATE OF

1T NTROL DEPARTMENT

ANALYSIS
Product BENZOCAINE Page No. 01 of 01
Standard for Release EP Drug Lic. No. G/25/1642
Batch No. BCAH0450524 Batch Quantity 652.700 Kgs.
Mfg. Date MAY-2024 Date of Sampling 20/05/24
Exp. Date APR-2029 Date of Approval 29/05/24
A.R. No. FP/BC/060/24 Dispatched Qty. NA
C.A.S. No. 94-09-7
;:;' Tests Acceptance Criteria Test Result
L Description ::’yh;::l:r almost white, crystalline powder or colorless White crystalline powder
- Very slightly soluble in water, freely soluble in .
2. Selubility ethanol (96 %) Complies
A. Identification | The infrared absorption spectrum of Benzocaine is Comblies
(By IR) concordant with the reference spectrum. P
3 Determination- A: 89° C t0 92°C 90°C
' B. Identification | Determination- B: the absolute difference between the
(By Melting Point) | melting point of the mixture and the value obtained in | 1°C
determination A is not greater than 2° C.
Unspecified impurities: NMT 0.10 % BDL
4. | Related Substances | 1 120 rities: NMT 0.2 % BDL
5. Loss on drying Not more than 0.5 % w/w 0.15%
6. Sulphated Ash Not more than 0.1 % w/w 0.04 %
7. Assay Between 99.0 % and 101.0 % 99.96 %
Residual Solvents Ethanol: NMT 5000 ppm MT i > ND
8. By GC-HS Methanol: NMT 3000 ppm 3 A 124 ppm
(By GC-HS) Toluene: NMT 890 ppm /0;\ ND
9 Total Aerobic microbial Count NMT 100 cfw/g @5 35 cfu/g
" | Total Yeast & Mould Count NMT 10 cfu/g (\X Nil
10.| Escherichia coli Absent/l g Absent

Remarks: The Product Complies with respects to above tests and Prescribed Standard Specification as per EP’11.3.
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Mfg. Site Address: Plot no. 4710, 4711, 4707-A/8, 4707-A/9, GIDC Industrial Estate Ankleshwar,
Dist.-Bharuch-393002, Gujarat, India. Phone no.: +91 2646 222525/223525/227289.
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WE BT EERITRIX ST kI 1 8 No.l Sanjiang Road, Economic development zone, Jiangdu, Jiangsu, China
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CERTIFICATE OF ANALYSIS 1.71.00.228.1.0
i RS
PRODUCT; Sulfacetamide Sodium CERTIFICATE NO: 0002
% ) 5 1
BATCHNO: S01-2312039 CERTIFICATE DATE: 2024.10.12
ekt H 7= FL
BATCH SIZE:  500kg 3 DATE OF MANUFACTURE: 2023.12.18
HHE p=4/LLY
EXPIRY DATE:  N/A RETEST DATE: W78
HGH Items IntE Specifications #11: Method Bt R Results
Characters EP
White or yellowish-white, White crystalline
Appearance
crystalline powder powder
Solubility Corresponds Corresponds
Identification
B Conform to the RS spectrum £P(2.2.24) Cortrespands
F Gives reaction of sodium EP(2.3.1) Corresponds
Test
Appearance of solution Clear and =GY EP(2.2.2) Corresponds
pH B.0-9.5 EP(2.2.3) 9.0
Related substances EP(2.2.29)
Impurity A <0.2% 0.03%
Single unspecified impurities <0.10% 0.03%
Total impurities <0.5% 0.08%
Sulfates <200ppm EP(2.4.13) <200ppm
Water 6.0%~8.0% EP(2.5.12) 7.1%
Assay(anhydrous) 99.0% ~101.0% EP(2.5.8) 99.8%
Residual solvent In house
Ethanol <0.5% 0.01%
Micrabial clearance In house
TAMC <10%cfulg lefig
TYMC <10'cfu/g <lefu/g
Bile tolerant enterobacteria(GN) None per 1g N.D
Pscudomonas aeruginosa None per Ig N.D
Staphylococcus aureus None per 1g N.D
_ The above mentioned product conforms to purchasing specification
CONCLUSION: y
ik
REMARKS:
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Sichuan Wusheng Chunrui Medicine Chemical Co., Ltd.
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t ITEM i PROCAINE  HYDROCLHILORIDE

BATCH NO 20250313 i QUANTITY 150KGS

PACKING 25K G/ Bucket LOT NO 20230313

PRODUCTION DATE Mar 13 2075 EXPIRY DAL Mar 12, 2029

| STANDARD x EP10.0
Tﬁiﬁ? e R, T
INDIEX STANDARD PRESULLS
e ————— e T R .
APPE ’-\R\\JCE : Wiute Cl'\«‘-:l.u]llllt: p(mdu or u)lm’]ﬂq crwml i Conlorm ;
) A Melting point: 154C~1587C | 155.0C-155.5C
IDENTIFICATION ' B.IR ! Conform
E.IL gives reaction(a)of chlorides Conform
ACIDITY - PH5.0-6.5 | PH-S8

| Clear and colourless . Conlorm

Appearance oi mlutlon
Eg T

LOSS ON DRYING
l[EA\t‘( METAL‘: = 0.0005% Conlorm

% L 0.05%

RELATED SL L’.\j A\NL L\ Any 1mp1|rm O (J::"
EERRE ; o =.
SULPHATED ASH. <0.1% | 0.05%

T - R a— A o L g
ASSAY (ON DRY BASIS) 99.0-101.0%
ke -

| Microbial limit
G A 5 {
BACII*RI‘\L ENDOTOXINS | =0.6Eu/mg s
CONCLLUSION

Conform

&kw ‘ e
| REPORTER o5 ol |0

| EEE




SYNNAT PHARMA PRIVATE LIMITED
Plot No.60A, Jawaharlal Nehru Pharma City,

Parawada Mandal, Anakapalli District-531019,

Andhra Pradesh, India.

Website: www.synnatpharma.com

CERTIFICATE OF ANALYSIS

Format No. : QC/GEN/34/FT-03
Effective date: 16.10.2023

PAPAVERINE HYDROCHLORIDE

Product Name : Ph.Eur Report Date : 17.04.2025
Batch / Lot No. : 64020125 Mfg. Date : Jan-2025
Quantity : 50.00 Kg Expiry/Retest Date : Nov-2029
Test Parameter Specification Result
CHARACTERS
White or almost white, crystalline powder or white or almost white White Crystalline
Appearance .
crystals. Powder, Complies
Solubility
In water Sparingly soluble in water. Complies
In Ethanol (96%) Slightly soluble in Ethanol (96%). Complies
IDENTIFICATION
A, Infrared absorption Sample spectrum should be concordant with the spectrum of Compli
Spectrophotometry Papaverine HCI Working Standard. e
The principal spot in the chromatogram obtained with the test solution
B. Thin-layer chromatography |is similar in position and size to the principal spot in the Complies

chromatogram obtained with the reference solution.

C. Melting point ("C)

Between 146°C and 149°C

148.5°C. Complies

D. Reaction of chlorides A curdled, white precipitate is formed. Complies
TESTS

N . Solution S is clear and not more intensely colored than reference 2 ;
Appearance of solution Complies

solution BY.

pH

Between 3.0 and 4.0.

3.20, Complies

Related substances by Liquid

chromatography (% w/w)

Impurity-A Not more than 0.1 %. *ND, Complies
Impurity-B Not more than 0.1 %. *ND. Complies
Impurity-C Not more than 0.1 %. *ND, Complies

Impurity-D

Not more than 0.1 %.

*ND, Complies

Impurity-E

Not more than 0.1 %.

*ND, Complies

Impurity-F

Not more than 0.1 %.

*ND, Complies

Any unknown impurity

Not more than 0.1 %.

*BDL, Complies

Total Impurities

Not more than 0.5 %.

*BDL, Complies

Loss on drying (% w/w)

Maximum 0.5 %.

0.12%, Complies

Sulphated ash (% w/w)

Maximum 0.1 %.

0.02%, Complies

Assay (% wiw)

Between 99.0 % and 101.0 % (dried substance).

100.2%, Complies

Page no:1 of 2



SYNNAT PHARMA PRIVATE LIMITED

Plot No.60A, Jawaharlal Nehru Pharma City,
Parawada Mandal, Anakapalli District-531019,

Andhra Pradesh, India.

Website: www.synnatpharma.com

CERTIFICATE OF ANALYSIS

Format No. : QC/GEN/34/FT-03
Effective date: 16.10.2023

A\PAVERINE HYDROC
Product Name : PAPAVERI OROCHEORIDE | s o 17.04.2025
Ph.Eur
Batch / Lot No. : 64020125 Mfg. Date : Jan-2025
. 5 —
Quantity : 50.00 Kg Expiry/Retest Date : Nov-2029
Test Parameter Specification Result

ADDITIONAL TESTS

Residual solvents (by GC-HS)

Chloroform  {Not more than 60 ppm. *ND, Complies
Toluene Not more than 100 ppm. 11 ppm, Complies
Mesitylene Not more than 70 ppm. *BQL, Complies

Microbial analysis

Total bacterial count

Not more than 100 cfu/gm

10 cfu/gm, Complies

Total yeast/ Mould count

Not more than 10 cfu/gm

<10 cfu/gm, Complies

Pathogens
Escherichia Coli Should be absent Absent, Complies
Salmonellae Should be absent Absent, Complies

Pseudomonas aeruginosa

Should be absent

Absent, Complies

Staphylococcus aureus

Should be absent

Absent, Complies

Bacterial Endotoxin

Not more than 2.5 EU/mg

Less than 2.5 EU/mg,
Complies

STORAGE: Preserve Papaverine Hydrochloride in a well-closed containers and protected from light.

L
REMARKS: The above baich complies/dees-not-comply with the prescribed standards of quality as described above.

For HSGC:

*LOQ: Limit of Quantification

*BQL: Below Quantification Limit

For HPLC:

*BQL: Below Quantification limit: 0.05 %

*ND: Not Detected

*BDL: Below detection limit

Name of the Solvent
Mesitylene
Chloroform

Toluene

Prepared by : w
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Laboratorios Imperiales, SA deCv.
Calle 13-Este, No. 606, CIVAC Jiutepec Morelos, CP' 52578

Con Tel: (+52) 777 3191410, 77
m ! |
| Contact information: V7 321 66 T4 : _ |
Claudio s

| Liaudio Bezanilla Salcedo |
| Titte: CEO | LIMSA
- chezanilla@limsafe com mx .
55 1941 2141 !
NNEX OF STANDARD OPERATING PROCEDURE FOR CERTIFICATE OF ANALYSIE |
: ELABORATION. | Code: ANX1-PNO-DAC-021

_FORMAT FOR CERTIFICATE OF ANALYSIS, E

e ——— e

—— CoAlS -
Tribromophenate. Internal product code: 412
Balch number: PTO-3551/23 =
Analysis number 3551/23
Internal batch number: H-72723 P
CAS No: 5175-83-7

nla 1l 1960, 87 1949 USP. 1

. P; o L

J. Martinez, JM. Bahena, B. Trevifio 0GP S
Head of Quality Cantral

Date: 16-NOV-23 Date: 17-NOV-23
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