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Hebei Guolong Pharmaceutical Co., Ltd.
CERTIFICATE OF ANALYSIS
Address: No.9 Xingye street, Shijiazhuang Economic and Technological Development Zone,Hebei province

BG-GL/ZB/04.010-02

Rev04/2024 P1/3

tch No. 260307015
72 i & FK Product Name Azithromyein £ BatchNo
7= HM  Manufacturing Date March.19th.2026
WA Packing 25 kg / drum HAWZE  Expiry Date March.18th.2029
H# Batch Quantity 878.30kg W H B Testing Date March.23rd.2026
731’5 Analysis No. 260323001 5 EW  Report date March.27th.2026
PATHHE Quality Standard 1P2022/USP2024/EP11
KHWHE  TESTITEMS PRUERE  SPECIFICATION HALR RESULT
t4R  Characteristics It is white or almost white powder y
o White Powder
(IP/ EP) A e K
practically insoluble in water, freely soluble
WERRRE  Solubility inanhydrous el:;!]‘l;:. ::d in methyle;
1 S
(EP/IP/USP) :
AR LA,
ST T Z R4 | | , ¢
ELHERE  Specific Rotation  IP/USP/EP - 45° ~ - 49° Ll% é’ Pﬂ‘& Lrl i
I IR IR spectrum should meet the requirem nf S
oniorm
LAyl IP/USP/EP LA IS R R
Identification VAR 3% HPLC LC chromatogram should meet the requirement. Corifis
5 . orm
IP/USP TR Eu i LR B R
Wi Alkalinity IP/USP/EP 9.0~11.0 9.8
VWSS E 5 B Solution clarity and color Should be clear and colorless T
s 1
IP/EP N T
it Crystallinity Birefringence and extinction positions
g Conforms
(USP) ST S A S hr
’K4F Water IP/USP/EP 4.0% ~5.0% 4.6%
WRI5RE  Residue on Ignition IP/USP <0.2% 0.05%
H4 B Heavy metal (IP) <10ppm Conforms
Azaerythro.mycmA <0.5% 0.01%
(azaerythromycin A YUSP/EP
3'—Deoxya.zithromycin <1.0% 0.38%
(azithromycin B) IP/USP/EP
" 0. h . .
fAxRPE| 3"-0 dt.amet y]a.zuhromycm UspP T o
Related azithromycin C EP
Substances| 3’ -(N,N-Didemethyl) Azithromycin
(aminoazith romycin) USP <0.5% Not detected
azithromycin E EP
N-Dem:cthylaziti?rumycin USP <0.5% 0.01%
azithromycin [ EP
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Hebei Guolong Pharmaceutical Co., Ltd.

CERTIFICATE OF ANALYSIS

Address: No.9 Xingye street, Shijiazhuang Economic and T echnological Development Zone,Hebei province
Rev04/2024 P2/3

A7=#5  Batch No. 260307015
7 i 475 Product Name Azithromycin a . )
AP HY  Manufacturing Date | March.19th.2026
AHEHH Packing 25 kg / drum HHIWE  Expiry Date March.18th,2029
H & Batch Quantity 878.30kg WUER  Testing Date March.231d.2026
315 Analysis No. C260323001 45 HA  Report date March.27th.2026
PATHRE Quality Standard 1P2022/USP2024/EP11
5 E TESTITEMS FRMEMIE  SPECIFICATION | AWMI453 RESULT
2-Desethyl-2-P lazith in USP
esethy ' ropy-az: romycin <pa 015
azithromycin O EP
Azithromycin impurity P USP -
azithromycin P EP <0.2%
Azith in related d F USP
zi romyclm rela .compoun <o
azithromycin F  EP
3" N-{[4-(Acetylamino) phenyl]sulfonyl}-3’ , Y
-demet hylazithromycin USP =0.5% 7. H.[ANof déteete
S A
azithromycinH EP E
—— "
A - h . & —d e
i r(.)mycm N e <0.5% Not detected
azithromycin L EP
3’-(N,N-Didemethy1)-3’-N-F lazithromycinUSP)|
e : me, vy . e ™ =<0.5% Not detected
azithromycin M EP
Y ! L} . y ! . .
AXYE| 3 -De(drmeﬁlyl{ammo)a -OxoaathromychSP o _—
Related azithromycin N EP
Substances Desoszfminylazi'thromycin USP SR Sl
azithromycin D/J EP
3" -N-Demethyl-3’ -N-[(4-
methylphenyl)sulfonyl]azithromycin USP =0.2% Not detected
azithromycin G EP
Erythromycin A iminoether ~ USP =<0.5% Not detected
Erythromycin A oxime = USP =0.5% 0.02%
'-N-{[4- i I Ifonyl}-
3'-N {-[4 (Acetylal}‘uno)p 1e.ny]]su onyl} <0.15% ik tioginil
3',3'-didemethylazithromycin ~ USP
Any other single impurity USP/EP <0.2% 0.07%
Total Impurities  IP/USP/EP =3.0% 0.83%
) FH ¥ Methanol <0.3 % Not detected
FRE A
Residual ZKE  Ethanol <0.5% 0.001%
Solvents Pillii  Acetone <0.5% 0.05%
Z& ¥4  Dichloromethane <0.06% 0.001%
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Hebei Guolong Pharmaceutical Co., Ltd.
CERTIFICATE OF ANALYSIS

Address; No.9 Xingye street, Shijiazhuang Economic and Technological Development Zone,Hebei province

BG-GL/ZB/04.010-02 Rev04/2024 P3/3
ki Batch No, 260307015
7= & F5 Product Name Azithromyein S Batch No
AHHA  Manufacturing Date March,19th.2026
AAEHHE Packing 25 kg / drum HHOWE  Expiry Date March.18th.2029
# & Batch Quantity 878.30kg bioR N ] Testing Date March.23rd.2026
4375 Analysis No. 260323001 &M Report date March.27th.2026
PATHRHE Quality Standard 1P2022/USP2024/EP11
iR pRE| TESTITEMS FrERIE  SPECIFICATION RWLR  RESULT
50 B 2 Benzene <0.0002%
Residual FI# Methylbenzene <0.089% )
Solvents -
=Z.J#& Triethylamine <0.032% &1": detected, }
PLEAWIE, & CisHpN dist 6{»&
#E (HPLC) Assay USP ATAWH R, & Cullry 26& s h;& P
[ /) 945-1030pg/mg
ATAKDVE, & CHnN,0
## (HPLC) Assay EP/IP AU R, & CiaHnN;012 99.3%

iR 96.0%-102.0%
20 A% 1P2022. USP2024. EP11  IrdEkig, &RHEME

Conclusion: conforms to [P2022, USP2024. EP1lspecification for Azithromycin
#VE (note) A% (Bulk density) 0.53g/ml W (Tapped density) 0.79g/ml
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