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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 5/ Ctp.1u35

dispersible tablets (for children) 100 mg + 125 mg
THpyemsie [nst gereii], 100 mr + 125 mr

Product : Ibuclin Junior,
Uoyxaun IOnno ®, TabJIeTKu ance
Batch No / Cepusi Ne : V2202636 : 547.500kg
Analytical Report No / AHaANTHYeCKIT oTYyeT No ; Date of Analysis / JaTa ananuza: 31.12.2022

890001636414
Date of Manufacture / Mata nponzeoncrea - Dec-2022 |Date of Ex iry / Cpok roanocTn Nov-2027
Analysis performed according ND / Auanus posenen mo HA: 1T NO11252/02-04102]

Ne [Test/Hoxasarens _Results/ Pesymprary Specification /Hopwa |
I _fDescription / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets|
Lvith impregnations and a score-line onwith impregnations and a score-line on|

ne side and characteristic odor. / one side and characteristic odor. / J
Kpyrasie  nnockoumnu HApu4eckneKpyrnore [IoCKoUHIHHAPHYeCcK el

; | abneTkn  pozogoro HBETa  crabrmeTkn  posoBoro  era ¢

f Ekpanﬂemmm-r, ¢ backoit n puckoi HaBKpareH My, dackoit u-prckoii 1a

| HOI] CTOpOHe oHOoi cTopone,
e _L:: XapakTepHbIM 3aaxoM, —C XAPAKTEPHBIM 3amaxom. o

2 Identification / ! omplies as | prescribed/ | he retention times of the main peaks

MoammanocTs Coorsercrayer on the chromatogram of the testl

solution should correspond to the

fetention times of the peaks on rhe.||

chromatogram of iby rofen  and|
ar p

J
| ’ paracetamol  reference standards

J

| |

olution (section Assay). / Bpemerial
ACPAHBAHHA OCHOBHBIX IHKOB Ha
Xpomarorpamme HCTIBITYeMOr()
} PacTBOpa MOKHBI  COOTBETCTROBATH

| BPEMEHAM  yIEpXHBAHHUS MUKOB Ha

| || { XpomaTorpamme pactsopa
| | TaHAAPTHLIX 00pa3LOB [[f}'ynpodlerfj
’ 0] napaueTamo.a (pazne

— («Komiseersenoe onpezeneniey). |

Remarks : The Product conformus to ND/ Opinion : APPROVED

Hpumeuanne; [ POLYKT COOTBETCTBYET TpeGoBaHmsM HJl 3ak/noyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Mana ger/Executive /

MMoarorosneno: @ ITposepeno: Pardeep Kumar Onobpeno: Menemxkep /

Ramakant qw ¥/ PykosoanTtens L\:-*" N
= Amit kumar [ _—

Reprint Date: Reprint Date: Reprint Date:

Hara: 31.12.2022 Hara: 31.12.2022 Hara:31.12.2022

Registercd Office: 8-2-337, Road No. 3, Banjara Hills, Hydere?bad »_500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1924PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmun FOunop®, Taéaerku Aucneprupyembie [auas gereii], 100 mr + 125 mr

Batch No / Cepiisi Ne : V2202636

Batch Quantity / O6sem mapram : 547.500kg

890001636414

Analytical Report No / Ananurudeckuii oTuer No :

Date of Analysis / lata anaausa: 31.12.2022

Date of Manufacture / lata nponsBoacrea : Dec-2022

Date of Expiry / Cpox rognoctn : Nov-2027

Analysis performed according ND / Ananus nposegen no HI: TIN011252/02-041021

Test / Hoka3aTep

Ne

Results / Pe3yabrathl

Specification / Hopma

|

3 Average weight of tablets / 365.4 mg/ 365.4 mr 357.7 mgto 372.3 mg (365.0 mg+ |
Cpenusis Macca TabiieTox 2.0 %). / Ot 357,7 mr no 372,3 mr
Complies/cooTBeTcTBYET (365,0 Mr +2,0 %)

4 Disintegration / 00 min:26 Seconds/00 Mun 26 Sec [Not more than 3 min /
‘ Pacnazaemocrts - |He Gosree 3 mun o
5 Dissolution / ' 100% to 104 % Not less than 70% (Q) of C3H 0.
‘ ,Pacmopenue ‘ (ibuprofen) after 30 min /

He ™enee 70 % (Q) Ci;3His0s
‘ ‘ (ndynpoden) yepes 30 MuH

99% to 101% Not less than 70% (Q) of CsHoNO,

‘ (paracetamol) after 30 min /

He ™enee 70 % (Q) CiHoNOs
[ | (mapaueramon) yepes 30 Mun
‘6 Dispersibility / Complies / CooTseTcTBYET Uniform suspension passing through
| ucnepcrocTs the 710 um sieve is formed

OOpa3syercs oaHOpOAHAs cycnensus,
MPOXO/ALIAA YEPE3 CHTO C PA3MEPOM
DTBEpCTHIT 710 MKM

Remarks : The Product conforms to

ND/

Ipumeuanue: [poaykr coorsercrayet Tpedosanam HIJ

Opinion : APPROVED
3akawoyenue: OJJOBPEHO

Hara: 31.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: d‘ ITposepeno: Pardeep Kumar Onobpeno: Menemxkep /
Ramakant @ / Cﬂ"‘{_'___ Pyxosogutens N\ N\

) ) Amit kumar { —
Reprint Date: Reprint Date: Reprint Date:

Hata: 31.12.2022

Hara:31.12.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTHOUKAT AHAJIHM3A
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Formulation Unit-6

Vill. Khol, Nafagarh Road, Badydi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxans FOunop®, tabnerkn ancneprupyembie [aas gereii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2202636

Batch Quantity / O6bem naprun : 547.500kg

890001636414

Analytical Report No / AHajquTH4eckuii oTyer No :

Date of Analysis / laTa ananu3za: 31.12.2022

Date of Manufacture / lata npoussojicrea : Dec-2022

Date of Expiry / Cpox roanoctu : Nov-2027

Analysis performed according ND / Anasms nposexen mo HJI: [T N011252/02-041021

Ne  [Test/ Iokasaren

Results / PesyabTaTnl

Specification / Hopma

7 Related substances /
PoacreenHble npaMecu

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
conep;anis coaepiKaHus
d-aminodenona

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpegnenenue
HenaeHTHQUITUPOBaHHBIX
npumeceit ubynpodena u
napaueramona

0.0001%

0.08%

0.08%

4-aminophenol (paracetamol impurity)

d-amunofeHon (npumecs
napaieramona) - not more than
0.005% / ne 6omnee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EmianuHas HenaeHnTHOHLIHPOBAHHAS
MpHMECh ubynpodena Ui
riapaneTamona -

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

Total impurities (Method 1+Method 2)
Cymma npumeceit (Meton 1 + Meton

2) - not more than 0.7% / He 6onee 0.7

0/
0

_—

8 E:licrobial limits /
MuxpotHonoruyeckas Less than 100 CFU/g / Not more than 1000 CFU/g/
qICTOTA Menee 100 KOE/r He 6onee 1000 KOE/r

Not more than 100 CFU/g /
rHe oonee 100 KOE/r

Remarks : The Product conforms to ND/
TTpumedanue: [Tpoaykt coorsercnyer TpeGopanusm 11T

Opinion : APPROVED
3akiwyenue: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToarororneno: % f IIpoBepeno: Pardeep Kumar Onobpeno: Menenskep /

Ramakant \ u}g)&’ Pyxosoaurens o\
Oﬁ’f Amit kumar P i

Reprint Date: Reprint Date: Reprint Date:

Hara: 31.12.2022 Hara: 31.12.2022 Hara:31.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIH3A

Paged of 5/Crp. 4 3 5

Product : Ibuclin Junior,

dispersible tablets (for children) 100 mg + 125 mg
Hoyknnn HOunop®, Ta6rerxu Aucneprupyemsle [1as geveii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202636

Batch Quantity / O6bem napTun : 547.500kg

Analytical Report No / AHaJIMTHYecKHii oTyeT No ;
890001636414

Date of Analysis / lata ananusa: 31.12.2022

Date of Manufacture / Jlata ponssoacTea : Dec-2022 [Date of Expiry / Cpok rognoctu : Nov-2027

A

nalysis performed according ND / Ananns nposeien mo H/: TIN011252/02-041021

|' o ~ Less than 100 CFU/g/
Menee 100 KOE/r

&) Total aerobic microbial
count / Obuee yucno
|J«33p06HbIX MHKDOOPraHU3MOB

h}) Total combined yeasts and
%nou]d count / O6uiee ymcno Absent
POAKEBBIX U IIECHEBBIX |
pHoOB ||
_9Beli |
o h.lniformity of dosage units /
AHOPOHOCTE JO3UPOBAHMSI

|

|

)— Ibuprofen / n6ynpoden

.

| Paracetamol / napaueravon J -
[IIO Assay / Kosmuecrsenmoe T

|
|

|

1.9

onpenenenue

’ 100.0 mg /100.0 mr

124.7 mg / 124.7 mr

| |
SN SRS B

90.0 mg to 110.0 mg of Ci3Hs0,

—_
|
|ShaI] be absent in 1g / OrcyTeraie 5 1
r

| |
—L%cceprance value (AV) should be n&'
more than 15.0 / Mokazarens
npremMaemMocTu (AV) nomxen 6biTh Hel
ILﬁonee 15,0 |
|Acceptance value (AV) should be not

|more than 15.0 / TlokasaTens,
IﬂpHEMJ]EMOCT]! (AV) nomxeH 6biTh HeY
Oonee 15.0

_{

L'ibuprofen) per tablet / |

0T 90,0 Mr 110 110,0 Mr CpyH 505

(uGyn poden) B Tabnerke

112.5 mg to 137.5 mg of CyHoNO, |

J(paracetamol) per tablet /

pT 112,5 mr o 137,5 Mr CsHoNO, |
—_ (mapaueramon) B Tabnerke |

Remarks : The Product conforms to ND/
| Ipamewanne: [Mpoaykr COOTRETCTRYET TpeGobanam 11]]

Opinion : APPROVED
3axmoyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno: W IIposepero: Pardeep Kumar OnoGpeno: Menemxkep /
Ramakant 4 Pyxosonutens N

' - Amit kumar ff\‘" Caiiclll
Reprint Date: Reprint Date: Reprint Date:
Hata: 31.12.2022 Hara: 31.12.2022 Hara:31.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0O4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page5of 5/Crp.5mu3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6yxann IOunop®, tadaerku aucneprapyemsie [aus jgereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202636 Batch Quantity / O6nem naprun : 547.500kg
Analytical Report No / Auaintnueckuii oTder Ne ; Date of Analysis / lata anaam3a: 31.12.2022
890001636414
Date of Manufacture / Jata npou3BoAcTBa : Dec-2022 |Date of Expiry / Cpok roanocrn : Nov-2027

| Analysis performed according ND / Ananus nposeaen mo HJI: TIN011252/02-041021

11 Package / YnaxoBka 110 tablets in PVC/AI blister. 2 blisters]0 tablets in PVC/Al blister. 1, 2 or 20/
and patient information leaflet in ablisters and patient information leaflet

( ( Earion pack. / ITo 10 Tabnerok ®in a carton pack. / ITo 10 Ta6nerox
Oancrep uz IIBX/AL Ilo 2 6ﬂliCTepﬂ]bJ'lllL‘.Tep u3 IIBX/AL Tlo 1, 2 unu 20
‘ | BMECTE C  HHCTpyKuMeit HOOJICTEPOB BMECTE C HHCTPYKIHEH o)
A __ ImpuMeHeHmHio B Na4Ky KAPTOHHYIO.  [NIPHMEHEHHIO B Na4Ky KAPTOHHYIO. |
|12 {Labeling / MapxupoBka According to ND. / B cooTeeTcTBrH ¢ HA. ‘

| |

F 3 JSEra—ge conditions / 'H.n the original pgka@gT)IiSTer in carton pack) at te?per?ure—begwg%.”!
Xpauenue y

| f ‘B OPHrHHAJILHON yrakoBke (GicTep B nayke) [IpY TemIepatype He Bbille ‘

' 25 °C.

|14 [Sheiflife / Cpok rogHocTH | _(lS_years/S Jer

5 SO B —

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanne: Iponykr COOTBETCTBYET Tpebosanuam H]T 3armoucHue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Hoarotosneno: @ Uud—\ [Iposepero: Pardeep Kumar Onobpeno: Menemxep /

Ramakant &\L&/ Pykosomutens A\ N\
DL‘/ Amit kumar | R

Reprint Date: Reprint Date: Reprint Date:

Hara: 31.12.2022 Hara: 31.12.2022 Jata:31.12.2022

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