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Product ffiHi.g-r/
Batch NOr Sate Receivecl Itav.0;4.2024

St:ergth AP] Manufactuling Date Apr.26,2024

Quantity 803.1IKg ReEest Date Lpr.26,2027

Accorilirq with USP Report Date klav,17.2024

Pakage
'lwo layers of LDPE.bags (Innet' layer is soaled rvith nylon ties, and the buter layer is
seoled by hot prdsslng) into a four-fold cotru:osite film bag, placed into a fibet dlurn

Tests Specifications liesults

Aprea'ance Yellorv crystalline porvder Conpl ies

Idenl,ifi cat i on

IR: Spectrulr conforrns to Standard Compl i es

The t'etention time of the major peak of the Sample

solutioncorresponds to that of theStandard
solution, as obtained in the Assay

Cornpl i es

Cheurical Identification Tests, Chlor:ide:
MeeLs the requirenrents

Cornpl i es

Crysta- 1i ni ty Meets the requirements CompI ies

d:l Betleen 2.0 and 3.0 2.4
_lta-er---. -Bet rwen-L-496-arnl 2;8%- - 2. AW'

['rgenic
in:urities

Methacycline NMT 2.096 0.1896

4*Epidoxycyeline NMT 0.596 Not detected
Doxycycline relatecl cornpound A (6-epidoxycycline)
NMT 2.0%

0. 65%

Doxycycline related corrtpciund F NMT 1.0% 0.79Y0

Maxirnum individuaL unspecified impurity Nl\'lT 0. 10j6 Not detected

Total iurpurity I\MT 2.5Y0 1.6%

#Fes-dual
S.:Iuents

Acetaldehyde N['tT 100pptn 4ppnt

Methanol NillT 200pptn Not detected

Ethyl acetate NMT 5000ppm 86ppnt

#3tteno1 Betleen 4.3% and 5.5% 4.8V0

HChlcrertethane NMT 30pprrt 4ppnr

HChloroethane NMT 250ppnr 58ppnr

1s:ay
Eoxycyclinellyclatehas a potency equiyalent to NLT
800 pslrng and NMT 92Q yrglng
of doxvcvcline (CzzHrNzOs)

846pe/nrE

Note: t

Conchde:

official da$,e

- is diffe::ent front USP.

The results above meet all requirenents in USP Doxycycline Flyclate Monograph,

l-Jun-2022.




