METAPHARMACEUTICAL

N DE LOTE:

OARAZ224

CI—IONGQING HUAPONT PHARM. CO., LTD.

tel: Ko-23-HTER6Y 2K, 86-23

Product Name:
Batch No.:
Quantity:

Test No.:

Analysis Reference:

1382 Fav: $0-23-67H80927 Lmail:apitchygpont cn Website: s ww huppont.cn

CERTIFICATE OF ANALYSIS

TRETINOIN

TRER-20210803 Mg, Date:
45,70k Retest Date:
TRER210703 Report Date:

EP10.0 incld. In-house specifications

Jul317.2021
Jul.30™ 2024

Nov. 10" 2021

Item Specification Result
!‘-i;-I’k-:‘d-rm—W: - Yellow or light-orange, crystalline powder Yellow crystalline powder
"_lc-ir-:.t-x‘lilfﬁ-c;uim‘n IR: Camparing with the spectrum oblained with Bl
Tretinoin CRS
Melting point 182.0C+2.0C 182.0°C
| Loss on drying <0.5% 0.04%
E:nl_lst;d ash =0.1% 0.04%
: Related substances Isotretinein<0.5% Undetected
| (Reporting threshold | )nspecified impurities<0.2% Undetected
3% Total impurities<1.0% 0.12%
T Ethyl acetate<3000ppm 402ppm
Residual solvents
Acetaldehyde<iSppm < 15ppm
T ) TAMCZI00CFU/e <20 CFU/g
Microbiological limit tests | TYMC<IGOCF Ulg <20 CFU/g
Staphylococcus aureus and P. aeruginosa:Absent | Absent
Assay 98.0% ~102.0% (dried substancc) 100.0%

| —

¢ Conclusion: Cenform to EP10.0 incld, In-house specifications,
I
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Manutacturing site: Chongging |Huzpont Shengehem Pharm, Cu.. 1ad.

Address of Mumufacturing site: No.666 Rongjun Roud, Niwtjin AveaneHechuan District, Chongging

QC director by: M% QA by: %"@ Approved by: a‘!‘ i—‘}’
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