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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIH3A

Pagelof 5/Ctp. 1m3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykanu I0nuop®, TadneTxy gucneprapyemble [nas aeteiil, 100 mr + 125 mr

Batch No / Cepnst Ne : V2300105 Batch Quantity / Oobem napTun : 547.500kg
Analytical Report No / Anannruieckuif oTuer N : Date of Analysis / Jlata ananu3za: 31.01.2023
890001641999

Date of Manufacture / {ara npouszsojacrsa : Jan-2023 | Date of Expiry / Cpok rofHoCTH : Dec-2027

Analysis performed according ND / Anasus nposeen no HL: 1 NOI 1252/02-041021

Ne  [Test/IToxazaTenn Results / Pesyabrarsi Specification / Hopma I
1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / oone side and characteristic odor. /
[Kpyribie niockoUMNHHApHUIecKuelKpyrbie MINOCKOLRNTHHAPHYECKIE
iraG.llc'rKn po30BOro  LBeTa  CradieTKH pO30BOrO0  UBETA €
BKpanieHusMu, ¢ hackoil 1 puckoi HﬁEkpannemmmn, ¢ hackoii n puckoii Ha
OMHOIi CTOPOHE,OHOI CTOPOHE,
C XapaKTepHbIM 3aIIaxoM. € XapaKTepHbIM 3anaxoM.
2 [[dentification / Complies as prescribed/ The retention times of the main peaks
TloJIWHHOCTE CooTBeTCTBYET on the chromatogram of the tesl
solution should correspond to th
retention times of the peaks on th
chromatogram of ibuprofen and
paracetamol  reference  standards
Eolution (section Assay). / Bpemenﬂi
VACPIKHBAHIA OCHOBHBIX TMHKOB Ha
Xpomarorpamme HCHLITYEMOro
pacrTeopa JOKHBI COOTBETCTBOBAT
i incmeHaM VACP/KHBAHUA THKOB HEI]'
| ' XpOMATOrpaMme pacTBOpa
. . craupapTHeIX 00pasuos ndynpodena
i napaneTamosna (paznen
| «IKonuyecTBeHHOE ONpeielieHHen).
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cooreTcTByeT Tpebosanuam HJL Saxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: f IIposepeno: Himesh Kumar OnobpeHo: Menenxep /
Pardeep Kumar = Pykosoautens Manoj Kumar E
= - 1f b)
Reprint Date: Reprint Date: Reprint Date: Rt
Hara: 31.01.2023 Hara: 31.01.2023 Jlara: 31.01.2023

Registerad Office: 2-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page2 of 5/ Ctp. 2 M35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun FOnunop®, TabeTku qucneprupyemsle [as gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300105

Batch Quantity / O6bem maptuu : 547.500kg

890001641999

Analytical Report No / Anaautudeckuii order Ne :

Date of Analysis / JlTata ananu3a: 31.01.2023

Date of Manufacture / /laTa npouzBoacTBa : Jan-2023

Date of Expiry / Cpox rogHoctu : Dec-2027

Analysis performed according ND / Ananns nposened no HJI: I1N011252/02-041021

No Test / Iloka3zaTeanb

Results / PesynbsTaThl

‘Speciﬁcation / Hopma

B |Average weight of tablets /
Cpennsis macca Ta0dJ1eToOK

362.1 mg/ 362.1 mr

Complies/cooTBETCTBYCT

357.7 mg to 372.3 mg (365.0 mg £
2.0 %)./ O1 357,7 mr o 372,3 mr
(365,0 mr £ 2,0 %)

4 Disintegration /
[PacnaiaemMocTh
S Dissolution /
PacTBOpenue

00 min:26 Seconds/00 muH 26 Sec

Not more than 3 min /
He 6onee 3 MUH

100% to 101 %

98% to 100%

Not less than 70% (Q) of C;3HisOs
(ibuprofen) after 30 min /
He menee 70 % (Q)
(ndynpoden) yepes 30 mitH
Not less than 70% (Q) of CiH4NO3
(paracetamol) after 30 min /

He w™enee 70 % (Q) CyHoNO2
(mapaueramon) yepes 30 muH

Ci:HiO:

6 Pispersibility /
[Z(chepu{ocna

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed /|
O0bpazyercst OJHOPOJAHAA CYCMEH3HS,
MpoXOAALLAs Yepe3 CHTO C PasMepoM
orsepernii 710 mim

(Ne TI‘est / Tloka3zaTenb
1

‘ ~ Results/ PesynbTarnl

}Speciﬁcatibn—/ﬁopma

Remarks : The Product conforms to ND/
Ipumeuannue: ITpogykT coorseTcTBYeT TpeboBanusam HII

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

[ToaroToBneHo: I

Pardeep Kumar -

Checked by /
[Tposepeno: Himesh Kumar
—

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens Manoj Kum,a.r—7 ﬂ

Reprint Date:
Hara: 31.01.2023

Reprint Date:
Hara: 31.01.2023

VA
Reprint Date: =

Hara: 31.01.2023

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Te!: +91 98166 56001-02
www.drreddys.com

Page3 of 5/Crtp. 3135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun IOuuop®, Tabsierky gucneprupyemble [as gerei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300105

Batch Quantity / O6bem napTHu : 547.500kg

890001641999

Analytical Report No / AHaanTH4ecknii oryer Ne :

Date of Analysis / JlaTa anaauza: 31.01.2023

Date of Manufacture / Jlata npon3Boactsa : Jan-2023

Date of Expiry / Cpox roanoctu : Dec-2027

Analysis performed according ND / Anasi3 nposegen no HJL: [TN011252/02-041021

7 '[Related substances /
PoacTBeHHbBIE IPHMECH

Method 1/ Meton 1 —

“-amuHodeHona

Method 2 / MeTon 2 —

npumeceli nOynpodeHa u
napaleramona

8 Microbial limits /
MukpoOHOJ0rHYecKas
YHCTOTA

Determination of 4-Amino
Phenol content / OnpezeneHne
COJICPIKaHUsl COIEPKAHUA

Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpezaeneHue
HenaeHTHOHULHPOBAHHBIX

0.00003%

Below BDL (BDL~= 0.05%) / Huxe
nopora perucTpanyu
(TTP = 0.05%)

0.00003%

4-aminophenol (paracetamcﬁmpurity)'

M-aMHHOMEHO (npumech
napaineramona) - not more than
0.005% / ue 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnvHu4Has HeuJeHTU)HLUHPOBaHHAs
pHUMeCch
napauetamosna -

not more than 0.2% / He 6onee 0,2%

[Total impurities (Method 1+Method 2)
{/ Cymma npumeceit (Meton 1 + MeTtog
2) - not more than 0.7% / ne 6onee 0.7
%

ubyrnpodena Uy

Less than 100 CFU/g/
Menee 100 KOE/r

Less than 100 CFU/g /
Menee 100 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

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

Remarks : The Product conforms to ND/
Ilpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanunsm H/J

Opinion : APPROVED
Zaxmouenue: OJIOBPEHO

Prepared by /
IToarotosneno:
Pardeep Kumar

g~

Checked by /

[Tposepeno: Himesh Kumar
e

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pykosoaurtens Manoj Kumar

y J *{'\ J-zflll‘lrﬁ

Reprint Date:
Hara: 31.01.2023

Reprint Date:
Jara: 31.01.2023

Reprint Date: NN

Hara: 31.01.2023

Rogistered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O045C7
www.drreddys.com



Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

Page 4 of 5/ CTp. 4 u3 5

[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOHuop®, Tabuerkn ancneprupyembie [ais aereii], 100 mr + 125 mr

Batch No / Cepns Ne : V2300105

Batch Quantity / O6bem napruu : 547.500kg

890001641999

Analytical Report No / AHauTH4YecKHif oT4eT N :

Date of Analysis / JlaTa ananmmza: 31.01.2023

Date of Manufacture / [laTa npoussoacrsa : Jan-2023

Date of Expiry / Cpox rognoctn : Dec-2027

Analysis performed according ND / Ananns nmposenen no HJL: I1 N011252/02-041021

) Total acrobic microbial
ount / O011Eee yncno
a3poGHBIX MHKPOOPraHU3MOB

Shall be absent in 1g/ OTcyTasue_B 1
r

Absent
b) Total combined yeasts and
mould count / Ob1ee yucno
NPOYMOIKEBBIX U MIJICCHEBBIX
rpubos
c) E. coli
0 Uniformity of dosage units / Acceplance value (AV) should be not
' OaHOPOIHOCTL 103U POBAHMS 1.5 ore than 15.0 / [Tlokazartens
‘ npuemiaeMocti (AV) nomken ObITh HE
. - Ibuprofen / ubynpodgen Oonee 15,0
cceptance value (AV) should be not
nore than 15.0 / Ilokazaresns
1.6 npuemiemocti (AV) n0JokeH ObITh He
- Paracetamol / napaneramon bonee 15,0
10 Assay / KonnvecTtBennoe 90.0 mg to 110.0 mg of C;3H 1302 |
’()npeuenelme (ibuprofen) per tablet /
99.4 mg /99.4 mr 1 90,0 mr 1o 110,0 mr Ci3H 1802

".

123.1 mg/ 123.1 mr

(nbynpoden) B TaGneTKe

112.5 mg to 137.5 mg of CsHoNO:
(paracetamol) per tablet /

07 112,5 mr 1o 137,5 mr CsHoNO»
(napaiieramon) B TabJeTke

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpanykr cootBercTyeT Tpebosanusm H/T

Opinion : APPROVED
Zakamuenune: OJOBPEHO

wl

Jata: 31.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHO: ‘ ITpoBepero: Hi{ncsh Kumar Onobpeno: Menenxep /

Pardeep Kumar ' (—\\\J ~——~. | Pykosoautens Manoj Kumglr
Reprint Date: Reprint Date: Reprint Date:

Hara: 31.01.2023

Jata: 31.01.2023

Registeraed Office: 5-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s “:.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

PageSof 5/ Crp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, TaGieTkn gucneprupyemsoie [uis aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300105

Batch Quantity / O6sem naprum : 547.500kg

890001641999

Analytical Report No / Ananutauecknii oryer N : Date of Analysis / Jlata apaan3a: 31.01.2023

Date of Manufacture / [laTa npon3soacrsa : Jan-2023  [Date of Expiry / Cpok rogHocr : Dec-2027

Analysis performed according ND / Ananns nposepen no HJL: T NO1 1252/02-041021

’1 1 Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20!
and patient information leaflet in a’blisters and patient information leaflet
carton pack. / ITo 10 TaGnerox 8in a carton pack. / Ilo 10 Tabnerox B
pancrep u3z [IBX/AL Tlo 2 6nn(:'rcpa]lﬁmw'rcp u3 [MBX/AL Ilo 1, 2 nma 20

BMECTE c HHCTPYKLHEH no0INCTEPOB BMECTE C HHCTPYKIIMEH TI0
NPHMEHEHHIO B Nayky KapTOHHYI).  [PHMEHEHHIO B UKy KAPTOHHYIO.

12 ’l,abeling / MapkupoBKa

According to ND. / B coorBetcTBun ¢ HJI.

13 Storage conditions /
XpaHenue

In the original packaging (blister in carton pack) at temperature below 25°C.

B opurnHaiipHOi yriakoBke (6IUcTep B mavke) Nph TEMIEPaType HE Bhille
25 °C.

14 Shelf life / Cpok roaHocTi

15 years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IponykT cootercTByer Tpebosanuam H/L 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogroroBneHo: [ [Tposepeno: Himesh Kumar Onobpeno: Menemxep /

Pardeep Kumar - P i PykoBozauTens Manoj Kuma_r,; 2
Reprint Date: Reprint Date: Reprint Date: e

Hara: 31.01.2023 Hara: 31.01.2023 Jara: 31.01.2023

Registered Office: ¢-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




