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CEPTUOUKAT AHAJIM3A
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PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HAUMEHOBAHHUE INPOAYKTA: JEKCITAH IIJIIOC B TYBE U3 IAMUHHUPOBAHHOI'O NOJIUDTUJIEHA
Batch No / Cepusi Ne : B5FZ02 Batch Size / Oobem naprTumu : 1500 KG
AR No / Anaantuyeckuii oruer Ne : 1810F25004758 |Date of Analysis/ Jata anaauza: 05.08.2025
Date of Mfg. / lata mpon3BoacTBa: Jul-25 Date of Expiry / T'onen no: Jun-27
’\;30/ Test / Iloka3arenn Results / Pe3yabTaTsi Specifications / Cnenudukanus
White homogenous cream | White to off white homogenous cream free from
free from visible extraneous |  Vvisible extraneous matter / OaHopomHBIH Kpem
1 | Description / Onucanne matter / OnsopoHbIit kpem | 6€10r0 M OYTH GeNoro UBeTa 6e3 BUAUMBIX
OeJoro nBera 0€3 BUOAUMBIX [OCTOPOHHHX BKIIFOYEHH
MMOCTOPOHHUX BKIIFOUCHHUU
The retention time of the major peaks due to
Dexpanthenol, Allantoin, methylhydroxy benzoate,
propylhydroxy benzoate, phenoxyethanol,
butylated hydroxy toluene and butylated hydroxy
anisole in the chromatogram of the sample
preparation  corresponds to that in the
chromatogram of the standard preparation under
N Complies as prescribed / | assay. / BpemeHna yiep>KuBaHus OCHOBHBIX [IHKOB,
o | Identification / CooTBeTeTs
HoyHHOCTS yeT OTHOCSIIIMXCSA K JIGKCIAHTEHOIy, AJUTaHTOWHY,
TpeGOBaHUIM METHITHIPOKCHOEH30aTy, IPONHITHAPOKCHOCH302
Ty, (DCHOKCHATAHOINY, OyTHITUIPOKCHUTOIYOIy U
Oy TUIITUIPOKCHAHHU30ITY, Ha XpOMaTorpamMmMe
UCIIBITYEMOTO PACTBOPA JOJDKHBI COOTBETCTBOBATD
IIMKaM BELICCTB HA XpOMAaTOrpaMMe CTaHIapTHOTO
pacTtBopa IIpU NPOBENECHUM KOJIUYECTBEHHOIO
OTIpe/IeIICHUSL.
3 |Average net content / Cpemmsist | o0/ o0 Not less than 30 g/
Macca CoIep:KHuMOro g He menee 30 T
4 Between 3.0 and 7.0/
pH 4.3 01 3,0 10 7,0
5 | Viscosity / 16200 centi poise / 6000 to 30000 centi poise /
BszkocTb 16200cIT3. Ot 6000 mo 30000 cII3
6 Uniformity of dosage units / OxsopoaHocTh 103UpoBaHus
Not less than 90.0% w/w and not more than
i i i 110.0% wi/w of the label claim /
6.1 gre])l(?;r:r::gn?; (/jc()iig(e);:;,soic;rb 104'50? wiw / Ot 90,0% (m/m) no 110,0% (m/m) OT 3asiBIEHHOTO
JAO3MPOBAHHUSA JEKCIAHTEHOJIA 104,5 % (w/v) COACpKaHNA
Uniformity of dosage units for Not less than 90.0% w/w and not more than
6.2 |Allantoin/ 99.1% wiw / 110.0% w/w of the label claim /
' OnnopoxHocTs go3upoBanust | 99,1% (m/m) Ot 90,0% (m/m) mo 110,0% (m/M) OT 3asIBICHHOTO
AJJIAHTOMHA COACpKaHUA
Acceptance value for The acceptance value (AV) should be less than or
6.3 |Dexpanthenol/ 3.8 equal to 15.0 / Kpurepuu npuemiemoctr (AV)
Kpurepuu npuemiemocr as oJpkeH ObITh He Ooiee 15,0
JAEKCNAHTEHOJIa
Acceptance value for Allantoin The acceptance value (AV) should be less than or
6.4 |/ Kpurepun npuemiaeMocTu 0.6 equal to 15.0 / Kpurepuu npuemiemoctr (AV)
AJISl ANJIAHTOMHA JoIDKeH ObITh He Oonee 15,0




Docusign Envelope ID: 19C86963-B4D7-410D-A270-96AB96A8BIF3

[ I
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page20of 3/ Ctp. 2 u3 3

PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HAUMEHOBAHHUE INPOAYKTA: JEKCITAH IIJIIOC B TYBE U3 IAMUHHUPOBAHHOI'O NOJIUDTUJIEHA
Batch No / Cepusi Ne : B5FZ02 Batch Size / Oobem naprTumu : 1500 KG
AR No / Anaaurnyeckuii oruer Ne : 1810F25004758 |Date of Analysis/ Jata anaauza: 05.08.2025
Date of Mfg. / lata npou3BojacrBa: Jul-25 Date of Expiry / Toxen xo: Jun-27
’\;30/ Test / Iloka3arenn Results / Pe3yabTaTsi Specifications / Cnenudukanus
7 Assay / KojnyecTBeHHOE onpe/aesieHne
Each 100 mg of Cream
contains Dexpanthenol Not less than 90.0 % w/w and not more than 110.0
71 [Gmo)/ 104.5 % wiw /104,5 % % w/w / He menee 90,0% (M/M) 1 He Gostee
" | Kamabie 100 mr kpema (M/M) 0 o
110,0% (m/M) OT 3asBIEHHOTO COMEPKAHUS
CO/IepPIKAT IEKCIAHTEHOJI
(5 mr)
Each .100 mg of Qream Not less than 90.0 % w/w and not more than 110.0
contains Allantoin (0.5 mg) / % wiw /
7.2 0 0
Kazaie 100 mr kpema 99.3 % wiw /99,3 % (m/m) He menee 90,0% (m/m) 1 He 6ostee 110,0% (M/m)
COJIEPKAT AJIJIAHTOMH
(0,5 wr) OT 3asIBICHHOTO COJICPIKAHHUS
g | Preservatives and antioxidants content / Coxep:kanue KOHCEPBAHTOB H AHTHOKCHIAHTOB
Each 100 mg of Cream
contains Phenoxyethanol (0.3 Not less than 0.255 %w/w and not more than 0.345
8.1 mg) / 0.307 % wiw Yow/iw /
' 0
Kazsre 100 mr kpema 0,307 % (w/m) He menee 0,255% (m/m) u ve 6onee 0,345% (m/m).
coaep:xkat ®eHokcudTanos (0,3
MT)
Each 100 mg of Cream
contains Methylhydroxy
benzoate (0.2 mg) / 0.20 % wWiw / Not less than 0.17 %w/w and not more than 0.23
8.2 | Kamabie 100 Mr kpema 0'200/ (/) Yow/w /
cojepxKaT 070 (MM He menee 0,17% (m/m) u ve 6ostee 0,23% (M/m).
MeTuaruapoxcudensoar (0,2
M)
Each 100 mg of Cream
contains Propylhydroxy 0
63 |benzoate (0.02 mg) / Kamaste | 0.020 %wiw / (I;lot\)/\t”lvt\e/s}s than 0.017 %w/w and not more than 0.023
0,
100 mr xpema conepwar 0,020% (m/m) He menee 0,017 (/M) u He 6omnee 0,023% (M/Mm).
nponwiruapokcuéensoar (0,02
MT)
Each 100 mg of Cream
contains Butylated hydroxyl
toluene (0.1 mg) / 0.099 Yewiw / Not less than 0.085 %w/w and not more than 0.115
8.4 | Kamabie 100 Mr kpema 0'099 % (aifor) %w/w /
cojiepKaT ’ 0 (MM He menee 0,085% (m/m) u He G6onee 0,115% (m/m).
Oy THIATHAPOKCUTOTYOJI
(0,1 mr)
Each 100 mg of Cream
g?]?:;':?OB(;JltXLat)e ? hydroxyl Not less than 0.0085 %w/w and not more than
85 | Kamerire 100 mole 0.0097 %wiw / 0.0115 %wiw /
' a P 0,0097 % (m/m) He menee 0,0085% (m/m) 1 He Gosee 0,0115%
cojiepKat (/)
Oy THITMIPOKCHAHU30JI ’
(0,01 mr)
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PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HAMMEHOBAHME IPOAYKTA: JEKCHAH IIJIFOC B TYBE U3 TAMHUHHUPOBAHHOI'O TIOJIMDTUJIEHA

Batch No / Cepusi Ne : B5FZ02 Batch Size / Oobem naprTumu : 1500 KG
AR No / Anaantuyeckuii oruer Ne : 1810F25004758 |Date of Analysis/ Jata anaauza: 05.08.2025
Date of Mfg. / lata mpon3BoacTBa: Jul-25 Date of Expiry / T'onen no: Jun-27
’\;30/ Test / Iloka3arenn Results / Pe3yabTaTsi Specifications / Cnenudukanus
9 Microbial enumeration tests and tests for specific micro organisms /
Muxkpo61ooruyeckasi YUCTOTa U MCNBITAHUS HA cnielupuyecKue MUKPOOPTAHU3MbI
Total aerobic microbial count/ | Less than 10 cfu/gm / Not more than 100 cfu/gm /
9.1 | O6mee comepkanme a3poGHBIX Memnee 10 KOE/r He 6onee 100 KOE/r
MHKPOOPTraHN3MOB
Total combined yeasts and Less than 10 cfu/gm /
9.2 gglﬂgj ioaepmaﬂne Mesee 10 KOE/r Not more than 10 cfu/gm /
He 6onee 10 KOE/r
JTPOIKEBBIX H IIECHEBBIX
rpudoB
93 |Pathodens/
ITaToreHHbIe MUKPOOPTAHU3MBI
031 Staphylococcus aureus Absent per1g/ Shall be absent per 1 g /
OtcyrctByeTB I T JlomxkeH oTcyTcTBOBAaTh B 1 T
932 |P aeruginosa Absent per1g/ Shall be absent per 1 g /
OtcyrctByeTB I T JlomxkHa oTcyTCTBOBAaTh B 1 T
933 |Salmonella Absent per 10 g / Shall be absent per 10 g /
OtcyterByer B 10T Jomxna oTcyTcTBOBaTh B 10 T
034 Escherichia coli Absent per1g/ Shall be absent per 1 g /
OrcytctByeTB 1 T JlomxHa OTCYTCTBOBAaTh B 1 T
Bile tolerant gram negative Absent per1g/ Shall be absent per 1 g /
035 |bacteria/ F'pamorpuuareabubie OtcyrctByer B 1 1 JIOJDKHBI OTCYTCTBOBATh B 1 T
0aKTepuu yCTOWYHMBBIE K
JKeJTIH

BbIlIEe YKA3aHHBIM crenuduKanmusiv)

Remarks / HpnMeannﬂ: APPROVED (Sample Conforms to above Specification) / Ilpumeuanue: OJJOBPEHO (o6pa3en cooTBeTcTBYET

This is electronic generated COA and not required signatures
JlaHHBI! cepTH(UKAT KauecTBa CTEHEPUPOBaH B 3JIEKTPOHHOM BHUJE U JACHCTBYET 0e3 MO IICH
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Signer Name: Remya James
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At any time, you may request from us a paper copy of any record provided or made available
electronically to you by us. You will have the ability to download and print documents we send
to you through the DocuSign system during and immediately after the signing session and, if you
elect to create a DocuSign account, you may access the documents for a limited period of time
(usually 30 days) after such documents are first sent to you. After such time, if you wish for us to
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If you decide to receive notices and disclosures from us electronically, you may at any time
change your mind and tell us that thereafter you want to receive required notices and disclosures
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