e2e¢ ZHEJIANG JINHUA CONBA BIO-PHARM. CO., LTD.

332 T AR A RAT

288 Jinqu Road,.Jinhua, Zhejiang 321016,China. i
oA 4T S35 HESR: 321016 KB'ChEITI%

INTERNATIONAL

TEL: 0086 579: 82270373_ 3 70086 579 82270373 Compounding Chemicals You Can Trust

Certlﬁcate ofAihalvsm

i:x o

Report No./#% #5415 : 24081019-276364750, ' LEME S/ Page/TH: 1/2

Product Name/fh4: Amikacin Sulfate / Eﬁﬁﬂﬁ**‘ﬁ USP(L: 2§AL])

Produced In/F=&3¥i%: Jinxi Workshop No.3 / &PI=%[]

Report Date/iR% H#: Dec. 15,2024 Batch No./#t5: H122412025 Packing/433: 25KG/Drum
MFG. Date/4EF=HHI: Dec. 25,2024  Expiry Date/BHRHZ: Dec. 24, 2028 Batch Size/#itfit: 900KG
Tests/H AT B Specifications/#riE Methods/h Results/& %

Characters/#4R

Appearance/#MR White crystalline powder USP Conforms/fF&#HE

B4 RENEK

Solubility/#A2RE Freely soluble in water/5 ¥ T7K USP Conforms/fF & E
Identification /%%

A IR/ The IR absorption spectrum conforms to USP<197K> Conforms/fF&HE

that of reference standard/ftikdk45b
%g@gm%ﬁﬁ@W*FEUSPﬁﬂﬁ%mW&
SV T

B. HPLC/WiHA it The retention time of the peak for USP<621> Conforms/fF & E
Amikacin in the chromatogram of the
sample solution corresponds to that in
the chromatogram of the standard
solution, as obtained in the assay./ft
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C. Chemical Reaction/4t% /X% It gives reaction of sulfates/[N L USP<191> Conforms/fF & E
55 R
Tests/R#
Optical Rotation/ttiERE +76° ~+84° USP<781S> +80°
Crystallinity/45 &% It Shows birefringence and extinction USP<695> Conforms/fF&#E
positions/ 2 TH MM IR
pH 2.0~4.0 USP<791> 3.4
Loss on Drying/Fik & <13.0% USP<731> 9. 4%
Residue on Ignition/JRFIERHE <1 0% USP<281> 0. 02%
Residual Solvents/%& &%
Methanol/F B <0. 3% USP<467> 0. 23%
Ethanol/Z.B% <0. 5% USP<467> Undetectable/AKHH
Acetone/Pfd < 0.5% USP<467> <0.01%
Acetonitrile/Zfi& < 0.041% USP<467> Undetectable/#4i tH
B;cterial Endotoxins /408 P8 < 0. 33EU/mg USP<85> <0. 33EU/mg

Manufacturing Site: 333 Wuxi Road, Tangxi Town, Jinhua, Zhejiang, China.
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Product Name/{#44: Amikacin Sulfate / I;}”MH/K%E ‘U‘5P(' QSALI)

Produced In/f=@3kdi: Jinxi Workshop No.3 / 4:iti =26

Report Date/# % H#f: Dec. 15,2024 Batch No. /#t5: H122412025 Packing/£4%: 25KG/Drum
MFG. Date/47=H#: Dec. 25,2024 Expiry Date/FHHUHZ: Dec. 24,2028 Batch Size/#tfk: 900KG
Tests/f I H Specifications/4nfE Methods/ 75 ¥ Results/45 %
Assay/ &
Assay (dried substance)/&H  674~786pg/mg of C,,H,N.0 4 USP<621> 725pu8/mg
(FHa)

Additional Tests/HEAnriimH
Microbial Limits/fk4EMIREE

TAMC/ 75 4B S 3 < 10%cfu/g USP<61> <10cfu/g
TYMC/ B B R BE 61 S8 5T < 10%fu/g USP<61> <lcfu/g
Escherichia Coli/ KA E  Absence/AHHH USP<62> Undetectable/ A& H

Conclusion/%5: Conforming to current USP requirements/#F& ER4TUSPHRAE
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Manufacturing Site: 333 Wuxi Road, Tangxi Town, Jinhua, Zhejiang, China.
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