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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAITU3A

Product : Dexpan Plus Baby Cream

MpoAyKT : geKkcnaH natoc 636um Kpem

Batch No / Cepusa Ne : BCS1004

Batch Size /| O6em naptum : 1500 Kgs

AR No / AHanuTnyeckmnmn otyet : 1810F21000589

Date of Analysis / JaTa aHanusa : 27-02-2021

Date of Mfg / JaTa npousBogcTBa : Jan-2021

Date of Expiry / Cpok rogHocTu : Dec-2022

Page 1 of 3
Ne Test/ Tect Result / Specification / Mo pokymeHTauumn
Pe3ynbTathbl
1 Description / Onucanune Complies / White to off white homogenous / ogHopoAHbI Kpem OT
CootBeTcTBYET 6enoro Ao He coBcem 6enoro uBeTa
2 Identification / Complies / The retention time of the major peaks due to
MoanuHHOCTL CooTtBeTcTBYET Dexpanthenol, Allantoin, methylhydroxy benzoate,
propylhydroxy benzoate, phenoxyethanol, butylated
hydroxy toluene and butuylated hydroxy anisole in the
chromatogram of the sample preparation corresponds to
that in the chromatogram of the standard preparation
under assay ./ BpemeHa yaep>XMBaHUS OCHOBHbIX MMKOB
JeKcnaHTeHona, annaHToMHa, MeTunruapokcmbeHsoaTa,
nNponNuNrMapokcndeHsoaTa, PeHoKCMaTaHona,
OyTunrugpokcutTonyona u 6yTunrMapokcnaHuaona Ha
XpoMaTorpaMMe UCTbITYeMOro pacTBopa COOTBETCTBYHOT
BpeMEeHaM yAepKMBaHWUS OCHOBHbIX MUKOB Ha
XpoMaTorpaMMe CTaHOapTHOro pacTeopa Ans
KONMMYECTBEHHOIO onpeaeneHus.
3 Average net content / 51g Not less than 50 g/He meHee 50 r
CpeqaHsis macca
COOEPXUMOro TyObl
4 pH 4.2 Between 3.0and 7.0/ 01 3,0 50 7,0
5 Viscosity / BaskocTb 17030 6000 to 30000 cps/ O1 3,080 7,0 cl3
6 Uniformity of dosage JekcnaHTteHon: Meet the requirements of current Ph.Eur. (2.9.40) /
units for Dexpanthenol CootBetcTtBYeT TpeboBaHuam gencreytowen Papm. CLLUA
and Allantoin / 103.3 % & 5.7 (2.9.40)
OpHopoaHOCTb
0031pOBaHus aAns AnnaHTounH The acceptance value (AV) should be less than or equal
AeKcrnaHTeHon n to 15.0 / Kputepun npnemnemoctu (AV) gormkeH
annaHTouH 99.6 % & 3.8 cocTaBnaTb He 6onee 15,0.

Remarks : The Product conforms to above specifications
[MpumeyaHue: NpoayKT COOTBETCTBYET BbllleyKa3aHHbIM crneumdukaumnsam

Opinion : APPROVED
3akntoveHne : O0OBPEHO

Prepared by / NpoBepeHo

Checked by / lokymeHT npoBepeH

Quality Assurance Manager/Executive
MeHemkep no obecneyeHuto KayecTea
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT

AHANTU3A

Product : Dexpan Plus Baby Cream

MpoAyKT : geKkcnaH natoc 636um Kpem

Batch No / Cepusa Ne : BCS1004

Batch Size /| O6em naptum : 1500 Kgs

AR No / AHanuTnyeckmnmn otyet : 1810F21000589

Date of Analysis / JaTa aHanusa : 27-02-2021

Date of Mfg / JaTa npousBogcTBa : Jan-2021

Date of Expiry / Cpok rogHocTu : Dec-2022

Each 100 g of Cream contains /
(Kaxxgble 100 Mr kpema cogepxarT)
1) Dexpanthenol (5mg) /
HekcnanTteHon (5 wr) 102.2 %

II) Allantoin (0.5mg) / AnnanTouH (0,5 [100.1 %

Page 2 of 3
Ne Test/ Tect Result / Specification / Mo gokymeHTauumn
PesynbTathbl
7 Assay / KonnyectseHHoe Not less than 90.0% w/w and not more than
onpegeneHue 110.0% w/w of the label claim / He meHee

90,0 % m/m n He 6ornee 110,0 % m/m
3asIBMEHHOIO coAepXKaHusl.

Not less than 90.0% w/w and not more than
110.0% wi/w of the label claim / He meHee
90,0 % m/m 1 He 6onee 110,0 % m/m
3asIBMEHHOIO coepKaHusl.

Each 100 mg cream contains / Kaxxabie | 0.313 %
100 mr kpema cogepxaT

a. Phenoxyethanol (0.3 mg) /
deHokecunataHon (0,3 mr)

0.20 %
b. Methylhydroxy benzoate (0.2 mg) /
MeTtunrugpokcmbeHsoar (0,2 mr)

c. Propyl hydroxyl benzoate (0.02 mg) /{0.020 %
Mponunrugpokcmbensoat (0,02 mr)

d. Butylated hydroxy toluene (0.1mg)/ |0.097 %
Bytunrugpokcutonyon (0,1 mr)

/ Bytunrngpokcuarmson (0,01 mr)

Mr

8 Preservatives and antioxidants content
/ Copep>xaHne KOHCEPBAHTOB U a.Not less than 0.18% w/w and not more
aHTUOKCMOAaHTOB than 0.36% w/w / He meHee 0,18 % m/m n

He 6onee 0,36 % m/m

b.Not less than 0.16% w/w and not more
than 0.24% w/w / He meHee 0,16 % m/Mm n
He 6onee 0,24 % m/m

c.Not less than 0.016% w/w and not more
than 0.024% w/w / He meHee 0,16 % Mm/Mm 1
He 6onee 0,24 % m/m

d.Not less than 0.08% w/w and not more
than 0.12% w/w / He meHnee 0,080 % m/m 1
He 6onee 0,120 % m/m

e. Not less than 0.008% w/w and not more

e. Butylated hydroxyl anisole (0.01 mg) |0.0097 % than 0.012% w/w / He meHee 0,0080 % m/m

n He 6onee 0,0120 % m/m

Remarks : The Product conforms to above specifications
MpumeyaHue: NpoayKT COOTBETCTBYET BbllleyKa3aHHbIM

Opinion : APPROVED
cneumdukaumsam | 3akntoyerne : OOOBPEHO

Prepared by / NpoBepeHo Checked by / lokymeHT npoBepeH | Quality Assurance Manager/Executive

MeHemxep no obecneyeHumto kayecTsa
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAITU3A

Product : Dexpan Plus Baby Cream

MpoAyKT : geKkcnaH natoc 636um Kpem

Batch No / Cepusa Ne : BCS1004

Batch Size /| O6em naptum : 1500 Kgs

AR No / AHanuTnyeckmnmn otyet : 1810F21000589

Date of Analysis / JaTa aHanusa : 27-02-2021

nnecHesblx rpn6os

B) P.aeuroginosa

C) S. aureus

for specified microorganisms /
Mukpobuornorudeckas Yncrtota

A) Total aerobic microbial count and
Total combined yeasts and
moulds/ ObLee konnyecTso
a9pOBHbBIX MMKPOOPraHM3MOB,
Ob6LLee KONMMYECTBO APOXKEBBIX U

Less than 10 CFU/g /| A.
MeHee 10 KOE/r
Absent / B.
OTtcyTtcTBYeET
C.
Absent /
OTtcyTtcTBYeET

Date of Mfg / JaTa npousBogcTBa : Jan-2021 Date of Expiry / Cpok rogHocTu : Dec-2022
Page 3 of 3
Ne Test/ Tect Result / Specification / Mo gokymeHTauumn
PesynbTathbl
8 Microbial enumeration tests and test

Not more than 100 CFU/g / He 6onee
100 KOE/r

Shall be absent in 1g / JonxHbl
OTCyTCTBOBaTb B 1T

Shall be absent in 1g / JomkHbl
OTCyTCTBOBaTb B 1T

Remarks : The Product conforms to above specifications
[MpumeyaHue: NpoayKT COOTBETCTBYET BbllleyKa3aHHbIM crneumdukaumsam

Opinion : APPROVED
3akntoveHne : O0OBPEHO

Prepared by / NpoBepeHo

Checked by / lokymeHT npoBepeH

Quality Assurance Manager/Executive
MeHekep no obecneveHuto kKayecTea
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