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PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HAMMEHOBAHHUE MPOAYKTA: JEKCIHAH ILTIOC B TYBE U3 JAMUHUPOBAHHOTO MOJUATUJIEHA
Batch No / Cepus Ne : BCS2002 Batch Size / O6bem naprTum : 1500 KG
AR No / Anaautnyeckuii otuer Ne : 1810F22003205 |Date of Analysis/ Jara ananuza: 04.08.2022
Date of Mfg. / lara npousBojacrBa: Jul-22 Date of Expiry / Toxen no: Jun-24
’\;).0/ Test / Iloka3arenn Results / PesyabTatsl Specifications / Cnenudukanus
White homogenous cream | White to off white homogenous cream free from
free from visible extraneous |  Visible extraneous matter / OmHopoaHEIH Kpem
1 | Description / Onucanue matter / OmHopoHbIif kKpem | 0€10ro ninu nouru 6e10ro usera 6e3 BUIMMBIX
Oeiroro uBera 0e3 BUANMBIX MOCTOPOHHHX BKIIFOYEHUIM
IIOCTOPOHHUX BKJIFOUEHUI
The retention time of the major peaks due to
Dexpanthenol, Allantoin, methylhydroxy benzoate,
propylhydroxy benzoate, phenoxyethanal,
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. / Bpemena yep>KuBaHus OCHOBHBIX [HKOB,
2 Identification / C « .
HO).IJII/IHHOCT]: OOTBCTCTBYCT OTHOCAIIUXCSA ACKCIIAaHTCHOJIY, aJJIaHTOUHY,
TpeGOBaHUIM METHITHAPOKCHOEH30aTy, IPONHITHAPOKCHOCH302
Ty, (CHOKCHUITAHONY, OYTHITHIPOKCHTOIYOIy H
OYTHITHIPOKCHAHN30ITY,Ha Xpomarorpamme
HCOBITYEMOT'O paCcTBOpa AOJZKHBI COOTBETCTBOBATH
IUKaM BCHICCTB HA XPOMATOIpaAMME CTAaHAAPTHOI'O
pactBopa IpU MPOBEACHUU KOJIUYECTBEHHOI'O
onpeaeneHusl.
3 |Average net content/ Cpemmsist |50 Not less than 30 g /
Macca coAepPKUMOTo 9 He menee 30 r
4 Between 3.0 and 7.0/
pH 4.3 01 3,0 10 7,0
Viscosity / . 6000 to 30000 centi poise /
S Bﬂmoﬂyb 16070 centi poise / cI3. O 6000 10 30000 cIl3
6 Uniformity of dosage units / OxsopoaHocTh 103upoBaHus
Not less than 90.0% w/w and not more than
i i i 110.0% w/w of the label claim /
6.1 gre])l(];;);rzrt]fl]tgn%fl ?c()i)ig?);:zll:lsoic;rb 100.8 2/0 wiw/ Ot 90,0% (m/m) mo 110,0% (m/M) OT 3asiBIIEHHOTO
103MPOBAHHS IeKCIHAHTEHOJIA 100.8 % (w/v) COACPKAHMA
Uniformity of dosage units for Not less than 90.0% w/w and not more than
62 |Allantoin/ 101.7 % wiw / 110.0% w/w of the label claim /
' OAHOPOAHOCTH 103UPOBAHUS 101.7 % (m/m) Ot 90,0% (m/m) mo 110,0% (m/M) OT 3asiBIIEHHOTO
AJUIAHTOUHA COACPIKAHUA
Acceptance value for The acceptance value (AV) should not be less than
6.3 |Dexpanthenol/ 0.7 or equal to 15.0 / Kpurepuu mpuemnemoctu (AV)
Kpurepun npuemiemocru st JoJpKeH ObITh He Ooiee 15,0
JEKCIIAaHTECHOJIA
Acceptance value for Allantoin The acceptance value (AV) should not be less than
6.4 / or equal to 15.0 / Kpurepuu mpuemnemoctu (AV)
' KpuTepnn npueMIeMocTH st 0.7 JoJpKeH ObITh He Ooiee 15,0
aAJJIAaHTOUHA
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PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HAMMEHOBAHME ITPOJAYKTA: JJEKCIIAH ILTIOC B TYBE U3 IAMUHUPOBAHHOT O MOJMATHIEHA
Batch No / Cepus Ne : BCS2002 Batch Size / O6bem naprTum : 1500 KG
AR No / Anaautnyeckuii otuer Ne : 1810F22003205 |Date of Analysis/ Jara ananuza: 04.08.2022
Date of Mfg. / lara npousBojacrBa: Jul-22 Date of Expiry / Toxen no: Jun-24
7 Assay / KoJinuecTBeHHOe onpe/esieHHe
Each 100 mg of Cream
Eg rllrt]al)n/s Dexpanthenol Not less than 90.0 % w/w and not more than 110.0
7.1 Ka gbl 100 ME KbeMa 100.9% wiw / % (m/m) % w/w / He menee 90,0% (M/M) 1 He Gomee
col:::(ﬁm;T lIeKCHaI-Il):eHOJI 110,0% (M/M) OT 3asIBICHHOTO COJEPKAHHS
(5 mr)
E;:g ianSO Arﬂgr?:o%”()g rg mg) / Not less than 90.0 % w/w and not more than 110.0
' % wiw /
7.2 0 0
Kaubie 100 mr kpema 1018 % Wiw /% (W) | 1\ eree 90.0% (w/m) 1 1e Goree 110,0% (/)
Eg[éﬂﬁ);()aT ALTaHTOMH OT 3asBJICHHOI'O COACPIKAHUA
8 Preservatives and antioxidants content / Conep:xaHue KOHCEPBAHTOB M AHTHOKCH/IAHTOB
Each 100 mg of Cream
contains Phenoxyethanol (0.3 Not less than 0.255 %w/w and not more than 0.345
mg) / 0.301 % w/w
8.1 ' %w/w /
0
iiﬁg;:;:g)er;fcl:g\:;mﬂ 03 0,301 % (m/w) He menee 0,255% (m/m) u He 6oaee 0,345% (M/m).
MT)
Each 100 mg of Cream
contains Methylhydroxy
benzoate (0.2 mg) / 0.20 % wiw / Not less than 0.17 %w/w and not more than 0.23
8.2 | Kamabie 100 Mr kpema 0.20% (/ %w/w /
coaepKaT 20% (m/v) He menee 0,17% (M/Mm) u He 60ee 0,23% (M/M).
MeTmiaruapoxcudensoar (0,2
M)
Each 100 mg of Cream
contains Propylhydroxy
Not less than 0.017 %w/w and not more than 0.023
8.3 li)ggzoate (0.02 mg) / Kamabie %.gi(())o%w/\//v/ Shor / 0
npor;nﬁ?a;%z:g:;s:;?;T (0,02 020% (u/) He menee 0,017 (m/m) n He 6omnee 0,023% (m/m).
M)
Each 100 mg of Cream
contains Butylated hydroxyl
toluene (0.1 mg) / 0.101 Y%wiw / Not less than 0.085 %w/w and not more than 0.115
8.4 | Kamabie 100 Mr kpema 0.101 % (/) %w/w /
cojepKaT : 0 \MIM He menee 0,085% (m/m) u He 6onee 0,115% (m/m).
Oy THITHAPOKCUTOIYOJI
(0,1 mr)
Each 100 mg of Cream
g?}?g;':soB;f |rlgtecll hydroxyl Not less than 0.0085 %w/w and not more than
a5 | amsole ( o 9) 0.0096 %wiw / 0.0115 %w/w /
' coi:le(g;::T MI Kpema 0,0096 % (m/m) He menee 0,0085% (m/M) u He 6oiee 0,0115%
Oy THITMIPOKCHAHU30JI (/).
(0,01 mr)
9 Microbial enumeration tests and tests for specific micro organisms /
Mmcpoﬁno.ﬂoruqeucaﬂ YUCTOTA U UCIIBITAHUSA HA crleuuq)uqecxne MHUKPOOPraHUu3MbI
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PRODUCT NAME: DEXPAN PLUS CREAM IN LAMI TUBE /
HAUMEHOBAHMUME IMPOAYKTA: JEKCIIAH II'TIOC B TYBE U3 TAMUHUPOBAHHOI'O NIOJIUDTUJIEHA

Batch No / Cepus Ne : BCS2002 Batch Size / O6bem naprTum : 1500 KG
AR No / Anaautnyeckuii otuer Ne : 1810F22003205 |Date of Analysis/ Jara ananuza: 04.08.2022
Date of Mfg. / lara npousBojacrBa: Jul-22 Date of Expiry / Toxen no: Jun-24
Total aerobic microbial count / | Less than 10 cfu/gm / Not more than 100 cfu/gm /
9.1 | O6mee comepsxanme a3poGHBIX Menee 10 KOE/r He 6onee 100 KOE/r
MHUKPOOPraHU3MOB
Total combined yeasts and Less than 10 cfu/gm /
9.2 ggz:g: éoﬂepmaﬂne Meee 10 KOE/r Not more than 10 cfu/gm /
He 6onee 10 KOE/r
APOKKEBBIX U IJICCHEBBIX
TpuboB
93 |Pathodens/
IlaToreHHble MUKPOOPTaHU3MbI
9.3.1 Staphylococcus aureus Absentper1g/ Shall be absent per 1 g/
OtcyTcTBYeTB 1 1 JlomxkeH oTcyTcTBOBAaTh B 1 T
93.2 P. aeruginosa Absentper1g/ Shall be absent per 1 g/
OtcyrcTBYeTB 1 1 JlomxkHa oTcyTCTBOBATh B 1 T
033 Salmonella Absent per 10 g/ Shall be absent per 10 g /
OtcytcrByer B 10T Jomxna oTcyTcTBOBaTh B 10 T
034 Escherichia coli Absentper1g/ Shall be absent per 1 g/
OtcyTcTBYeTB 1 1 JlomxkHa oTcyTCTBOBAaTh B 1 T
Bile tolerant gram negative Absentper1g/ Shall be absent per 1 g/
9.35 bacteria/ I'pamoTpuuaTenbHbBIE OrcyrcrByeTB 1 T JlomKHBI OTCYTCTBOBaTh B 1 T
0akTepuM yCTOYUBbBIE K
JKeJITIU

Remarks / IIpumeuyanusi: APPROVED (Sample Conforms to above Specification) / Tipumeuanne: OJTOBPEHO (oGpa3el cooTBeTCTBYeT

BbIlIEe YKA3aHHBIM crenuduKanusiy)
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507.
Tel: +9140 4900 2900, Fax: +9140 4900 2999 Email: mail@drreddys.com www.drreddys.com

Factory: Survey No. 42, 45&46, Bachupally (Village), Qutubullapur (Mandal), Ranga Reddy (Dist). Pin Code - 500 090, Telangana,
India.Tel: 9140 4464 2202 & 2203, Fax: 9140 4464 2276, www.drreddys.com
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