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PRODBUCT

HYDROCORTISONE

DATE OF SAMPLING MAR. 15,2025

BATCH NUMBER

ROSM20250319

DATE OF REPORT MAR. 19,2025

MANUTFACTURING DATE: MAR.08,2025

BATCH SI2E 167.06Kg RETEST DATE:FEB.2030
CRITERIA: EPLI
NAME OF THE TEST
Bl SPECIFICATION RESULTS
(METHOD)

APPEARANCE

WHITE OR ALMOST WHITE CRYSTALLINE
POWDER

WHITE CRYSTALLINE POWDER

AR CONFORM CONFORM
[DENTIFICATION
BHPLC CONFORM CONFORM
41627~ 1687 +166°

SPECIFIC OPTICAL ROTATION

RELATED SUBSTANCES

IMPURITY C::0.5%
IMPURITY D:
IMPURITY I
IMPURITY =50,
IMPURITY F:=0
IMPURITY A:
IMPURITY B:=:0.2%

IMPURITY G:£0.4%

IMPURITY H:=0.15%

IMPURITY N:=20.15%
UNSPECIFIED IMPURITY =0.10%

IMPURITY C: <0.05%
IMPURITY D @ <0.08%
IMPURITY £ 2 <0.05%
IMPURITY [ @ <0.05%
IMPURITY F @ <0.05%
IMPURITY A ; <0.05%
IMPURITY B : <0.05%
IMPURITY G 0.14%
IMPURITY H : <0.05 %
IMPURITY N : <0.05%
UNSPECIFIED IMPURITY: RRT(2.05)0.06%

TOTAL: %2.0% TOTAL:  0.20%
LOSS ON DRYING % 0.5% 0.1%
- 97.0~103.0% :
ASSAY y ; e 100.5%
{ON DRIED SUBSTANCE) !
CONCLUSION: CONFORMS  TO  EPI

RESIDUAL SOLVENTS

METHANOL = 1500PPM
ACETONE=3000PPM

23 PPM
1124 PPM
NOTDETECTED

MICRONIZED

STORAGE:

STORE IN AN AIRTIGHT CONTAINER, PROTECTED FROM LIGHT

CHECKER WW 3, {/}

QC DIRECTOR 4%&% Soys 05 f?
~ ~¢2 -

ADDRESS: MIDDLE OF HUANGHE STREET, ANYANG HI-TECH INDUSTRY DEVELOPMENT ZONE,
HENAN, CHINA

TEL.: +86-372-2595136

+86-372-2395137

METAPHARMACEUTICAL

N DE LOTE:

0110575

9310512025




S TICAL CO., LTD.
| ALYSIS  coano.:20250008EP11.0

PRODUCT HYDROCORTISONE ACETATE DATE OF SAMPLING JAN.21,2025

BATCH NUMBER K06M20250117 DATE OF REPORT APR.08,2025

MANUFACTURING DATE:JAN. 17,2025

BATCH SIZE 102.16 Kg RETEST DATE: DEC.2029
CRITERIA : EP11.0
NAME OF THE TEST ‘
- SPECIFICATION RESULTS
(METHOD)
8 ] WHITE OR ALMOST WHITE CRYSTALLINE
APPEARANCE WHITE CRYSTALLINE POWDER
POWDER
A: IR CONFORM CONFORM
IDENTIFICATION
B:HPLC CONFORM CONFORM
SPECIFIC OPTICAL ROTATION +158° ~-+167° +166°
IMPURITY A< 0.5% IMPURITY A: <0.05%
IMPURITY B< 0.3% IMPURITY B: <0.05%
IMPURITY C< 0.6% IMPURITY C:  0.06%
_ , IMPURITY D< 0.3% IMPURITY D: <0.05%
RELATED SUBSTANCES ,
IMPURITY E< 0.3% IMPURITY E:  0.06%
IMPURITY G< 0.15% IMPURITY G: <0.05%
UNSPECIFIED IMPURITY<S 0.10% UNSPECIFIED IMPURITY: <0.05%
TOTAL< 1.5% TOTAL: 0.12%
LOSS ON DRYING <0.5% 0.1%
97.0%~102.0%
ASSAY 99.8%
(ON DRIED SUBSTANCE)

CONCLUSION: CONFORMS TO EPILO

METHANOL=<3000PPM 13 PPM
RESIDUAL SOLVENTS ACETONE=5000PPM 348 PPM
METHYLENE CHLORIDE=600PPM NOT DETECTED
MICRONIZED

STORAGE:  STORE IN AN AIRTIGHT CONTAINER, PROTECTED FROM LIGHT

CHECKER}%;§Q?Q5,&ﬁQg QC[NRECTORéi%ggé.wagd%ag

ADDRESS: MIDDLE OF HUANGHE STREET, ANYANG HI-TECH INDUSTRY DEVELOPMENT ZONE, HE NAN, CHINA
TEL.: +86-372-2595136  -+86-372-2595137

N DE LOTE:

0160525

4310512025
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NORTHEAST PHARMACEUTICAL GROUP CO., LTD

No.29 Shenxiliu Dong Road, Economic Technology Development District, Shenyang, .P.R China. Post code : 110869 FAX: 024-22724536 TEL:024-22721818

CERTIFICATE OF ANALYSIS
Sucralfate EP

BATCH NUMBER DY02012500006 | MANUFACTURE DATE Mar.18.2025
BATCH SIZE 25kg TEST DATE OF APPLICATION Mar.25.2025
QUANTITY 1Drums RETEST DATE Mar.17.2028
Analysis Items Specifications Analysis Results
Characteristics White or almost white, amorphous powder white, amorphous powder
2 Identification A:IR:Complies Complies
B:Positive Positive
C:Positive Positive
3. |Acid Neutralization Meets the Requirements Meets the Requirements
Equivalent
4. |Assay: (CizHis03sSs) 30. 0%~38. 0% 33. 9%
5. |Assay:Aluminum 15, 5%~ 18. 5% 17. 9%
6. |[Related Substances Impurity A<S5. 0% 0. 04%
7. [Chloride <0.50% <0.50%
8. [Particle-Size 100% pass though 50y m 100%

We, Northeast Pharmaceutical Group Co., Ltd., certify that this batch of
Sucralfate meets the requirements of EP11.0

Supervisor % Eazozs.oml

Final Batch Disps

. +
By 2 éz 7320250401

METAPHARMACEUTICAL
N DE LOTE: | N
(0460525 J S
13)es/2025

EN1090002226
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ARGUS PHARMACEUTICALS, LTD.

METAPHARMACEUTICAL

N DE LOTE: j
0140525 ﬂ@;«%}

Certificate of Analysis
Orlistat (Bulk Material)

Batch No: 202504002 Quantity: 181.05kg
M.F. Date: Apr. 02, 2025 Test Date: Apr.04, 2025
Expiry Date: Apr. 01, 2028 Standard USP-42
Storage: Preserve in well-closed containers between 2°C and 8°C

Item Results Specifications
Description White crystalline powder White to off-white crystalline powder
Earforis Very soluble in methanol and ethanol,freely

Solubility soluble in chloroform,practically insoluble in water.
Identification HPLC retention time HPLC retention time

HPLC Conforms with the reference Conforms with the reference

IR Conforms Conforms
Specific Optical Rotation -50.3° -48.0° to -51,0°
Water content 0.03% NMT 0.2%
Related substances |
a. Orlistat related compound A Not detected NMT 0.2%
Related substances (I
a. Orlistat related compound B 0.005% NMT 0.05%
Related substances Il]
a. Formylleucine 0.006% NMT 0.2%
b. Orlistat related compound C 0.01% NMT 0.05%
c. Orlistat open ring epimer 0.05% NMT 0.2%
d. D-Leucine orlistat Not detected NMT 0.2%
e, Individual unidentified impurity 0.06% NMT 0.1%
Related substances IV
a. Orlistat related compound D 0.03% NMT 0.2%
b. Orlistat open ring amide 0.01% NMT 0.1%
Related substances V
a. Orlistat related compound E 0.10% NMT 0.2%
Total impurities(l to V) 0.27% NMT 1.0%

Residual solvents

Methanol: Not detected
EtOAc: Not detected
n-Heptane: 200ppm

Methanol: NMT 3000PPM
EtOAc: NMT 5000ppm
n-Heptane: NMT 5000ppm

Residue on Ignition 0.02% NMT 0.1%
Heavy Metals as Pb Less than 20ppm NMT 20ppm
. NLT 98.0% to 101.5%
Assay B HPLL {0rlisvar) Ae.B% (on anhydrous,solvent-free basis)
Microbial Limit
Bacteria <10cfu/g NMT1000cfu/g
Mould <10cfu/g NMT 100cfu/g
Escherichia coll Not detected

Not-daeteeted ey

Conclusfon:

The result confogm with the USPZ42Specification ! 1"
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This document is approved and is electronically released witkjo‘ﬁt élbrsonal signeilu'_r,, ;

178 Linyu Road, Changsha National High-Tech Industrial Development Zone, Changsha 410205 China

Tel:

+86 731 8868 7166

Fax: +86 7318516 7166




