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CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJIM3A

Page 1 of 5/Ctp.1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnun YOHHOp®, TabaeTKu Jucneprupyemoie [ans aereii], 100 mr + 125 mr

Batch No / Cepust No : V2202632

Batch Quantity / O6bem maptuu : 547.500kg

890001636003

Analytical Report No / AnanmuTuueckuii oruer Ne :

Date of Analysis / laTa ananusa: 30.12.2022

Date of Manufacture / JlaTa npousBogcTsa : Nov-2022

Date of Expiry / Cpok rognocrtu : Oct-2027

Analysis performed according ND / Ananus nposenen nmo HJI: ITNO011252/02-041021

=

LN‘Q Test / IlokazaTesnn

;Results / Pe3yJIbTaThI Specification / Hopma

‘1 Description / Onncanue

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. / one side and characteristic odor. /
Kpyrible  miockoLunuHApHYecKneKpyribie  IUIOCKOUMIHHAPHUYECKHE

abneTku  po30BOro  LBeTa  CralneTkn  po3oBOro  IBera ¢
BKpaJieHUsIMH, ¢ packoii u puckoii |-|a]!m<panneﬂmmn, ¢ (hackoli ¥ prcKoi Ha
OfHOH CTOPOHE,0/IHOM CTOpOHE,
C XapaKTepHbIM 3alaXoM. C XapakTEPHBIM 3aMaxoM.

2

Identification /
IHoaHHHOCTL

Complies as prescribed/ The retention times of the main peaks
Cooreerersyer on the chromatogram of the test
solution  should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracelamol  reference  standards
solution (section Assay). / Bpemena
VACPIKMBAHHA OCHOBHBIX MHKOB Ha
XpPOMAaTOrpaMmMe HCNBITYEMOro
pacTBOpa [JOJKHBI COOTBETCTBOBATH

BpEMEHAM  YAEPKHBAHUS MHKOB Ha
XpoMarorpamme pac*rsopa]'
cTaHmapTHeIX 00pasuor udynpodena

n rnapateramona (paszen

«KosmiuecTBeHHOR OTIpEaeicHIe).

Remarks : The Product conforms to ND/
IIpumeuanne: Iponykt cooTBeTcTByeT TpeGoBanusmM HJL

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBnexo: \‘ [Iposepeno: Pardeep Kumar Onobpeno: Menemxep /
Ramakant g@w&/ If Pykogonuten e
Y 2 Amit kumar Txh "
Reprint Date: Reprint Date: Reprint Date: '
Jara: 30.12.2022 Hara: 30.12.2022 JaTa:30.12.2022

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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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A
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Formulation Unit-6
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnnn IOunop®, TabaeTku aucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202632

Batch Quantity / O6bem maprum : 547.500kg

890001636003

Analytical Report No / AHannTH4YecKkuii oTuer No :

Date of Analysis / lata anasau3za: 30.12.2022

Date of Manufacture / /IaTa npoussoacrsa : Nov-2022

Date of Expiry / Cpok rogaoctn : Oct-2027

Analysis performed according ND / Ananus nposegen no HJI: ITTN011252/02-041021

Ne Test / ITokazaTean

3 Average weight of tablets /
Cpeansist macca TabseTok

363.9 mg/ 363.9 mr

Results / Pe3lebTa1_“l>l

Specification / Hopma

Complies/cooTBeTCTBYET

| 00 min:30 Seconds/00 mun 30 Sec

357.7 mgto 372.3 mg (365.0 mg+ |
2.0 %). / Ot 357,77 mr ao 372,3 mr
(365,0 Mr % 2,0 %)

Not more than 3 min /

4 Disintegration /

PacnmagaeMocTh He 6onee 3 MuH
15 Dissolution / 97% to 102 %

PacTtBopenne

96% to 101%

Not less than 70% (Q) of C;3Hi30;
(ibuprofen) after 30 min / |
He wmenee 70 % (Q) Ci3His0;
noynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /

He menee 70 % (Q) CsHoNO,
(napaneramoun) yepes 30 MUH

6 Dispersibility /
NncnepcHocTh

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 pm sieve is formed /
OBpaszyercs OnHOPOAHAsI CYCMEeH3Hs,
MPOXOAALIAS Hepe3 CHTO ¢ PasMepoM
oTBepeTii 710 Mkm

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoayxT coorBeTcTBYeT TpebGoBanusm HJJ

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: w IIpoBepeno: Pardeep Kumar Onobpeno: Menemxep /
Ramakant ,@ { PykoBoxurens s \—

v / S Amit kumar F\'w —
Reprint Date: Reprint Date: Reprint Date:
Hata: 30.12.2022 Hara: 30.12.2022 Hata:30.12.2022
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Dr. Reddy's Laboratories [td.
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
CEPTHOHUKAT AHAJIM3A

Page3 of 5/ Ctp.3u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrauu IOuuop®, tabaeTku micneprupyemsie [nasa gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202632

Batch Quantity / O6bem naptum : 547.500kg

890001636003

Analytical Report No / AHanuTHYecknii oruer No :

Date of Analysis / laTa anaau3a: 30.12.2022

Date of Manufacture / lata nponsBoactBa : Nov-2022 |Date of Expiry / Cpok roguocrn : Oct-2027

Analysis performed according ND / Anaaun3 nposeaen mo H/: TT N011252/02-041021

Ne Test / [loka3zaTean

7 Related substances /
PogcTBeHHbBIE MPpHMeECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / OnpeneneHue
COZIepIKaHMS COACPIKAHUS
4-aMmuHoheHoa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HEMACHTHUINPOBAHHBIX
npumMecell ubynpodena u
mapaueramMoJia

1 Results / PeyanTaTsl _'{Speciﬁcation / Hopma

"Z—amﬁc;p_henol (paracetamol impurity)
/

“-amuHODeHON
mapaneramona) - not more than
0.005% / He 60mee 0,005 %

0.0001%

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnuHnvHas HenaeHTHGHUMPOBaHHAS
0.08% pUMeECh ubynpodena HJIN
napaueTaMmona -

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

0.08% Total impurities (Method 1+Method 2)

{ Cymma npumeceii (Meton 1 + Metog,
2) - not more than 0.7% / ue 6onee 0.7
%

8 Microbial limits /
MukpobuoJiornueckan
4HCTOTA

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

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

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

(mpumeck

Remarks : The Product conforms to

ITpumeyanue: [Iponykt coorBercTBYeT TpeGoBanmsm HJJ

ND/ Opinion : APPROVED
3akmoyenne: OJOBPEHO

Hara: 30.12.2022

Hara: 30.12.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: &" [Iposepeno: Pardeep Kumar OpobpeHo: Menemxep /
Ramakant 6\ \Cy ., PykoBoauTens S SN—

W D=t Amit kumar /Le“ —
Reprint Date: Reprint Date: Reprint Date:

Hara:30.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrnun FOunop®, Tabnerkn aucneprupyemele [mias gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202632

Batch Quantity / O6bem naptun : 547.500kg

890001636003

Analytical Report No / AHanuTu4deckuii oruer Ne :

Date of Analysis / lata ananu3sa: 30.12.2022

Date of Manufacture / /lata npoussoacrsa : Nov-2022

Date of Expiry / Cpok rognoctu : Oct-2027

Analysis performed according ND / Ananus nposeaen mo HJI: IT N011252/02-041021

a) Total aerobic microbial
count / Obwiee yucio

b) Total combined yeasts and
mould count / O61iee uncio
MPOMOKEBBIX U MJIECHEBLIX
rprboB

c) E. coli

A3pOOHBIX MUKPOOPTraHU3MOB

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

Absent

Shall be absent in 1g / OtcyrcTBue B 1
r

- Ibuprofen / ubynpoden

~ Paracetamol / mapaueramon

Uniformity of dosage units /
OxHOpOAHOCTL 03HPOBAHUS

23

23

10 Assay / KoudecTBeHHOE

onpeneseHne

98.9 mg /98.9 mMr

123.9 mg/ 123.9 mMr

Acceptance value (AV) should be not
more than 15.0 / Iloxasarens

jupuemnemocm (AV) nomken ObITb HE
oosee 15,0

Acceptance value (AV) should be not
more than 15.0 / T[lokazaTens
rpuemaeMocti (AV) nonxeH ObITh He
oonee 15,0
90.0 mg to 110.0 mg of C;3H,50;
ibuprofen) per tablet /

071 90,0 mMr o 110,0 mr Ci3H 50,
(ubynpoden) B TabieTke

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

O1 112,5 mr go 137,5 mr CsHoNO,
(mapatieramoi) B TabyeTke

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykr cooTBercTBYeT TpebGoBanusam HJT

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / B Checked by / Approved by: Manager/Executive /
Iloaroroeneno: /vy | ,._hﬁ IIpoBepeno: Pardeep Kumar Onobperno: Menemxkep /
Ramakant k%\; > \L Pykosomnrens N\ -\
b Amit kumar -
Reprint Date: Reprint Date: Reprint Date:
Hara: 30.12.2022 Hara: 30.12.2022 Jara:30.12.2022
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A
Page 50f 5/Ctp.5u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyknnn FOunop®, TadseTkH pucneprupyemble [ias gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202632

Batch Quantity / O6bem naptuu : 547.500kg

890001636003

Analytical Report No / AHanaTH4yeckuii oTyeT Ne :

Date of Analysis / /laTa ananusa: 30.12.2022

Date of Manufacture / /lara npou3ssogcta : Nov-2022 |Date of Expiry / Cpox roguoctu : Oct-2027

Analysis performed according ND / Ananns nposegen mo HJI: [1N011252/02-041021

11 Package / YmakoBka

carton pack. / Tlo 10 rabnerox Bin a carton pack. / [To 10 TaGnerok B

and patient information leaflet in ablisters and patient information leaflet

onucrep n3 IIBX/Al Ilo 2 GﬂltCTepaiﬁmwrep u3 TIBX/AL Tlo 1, 2 wan 20
BMECTE c HHCTPYKIHEi MOOMHCTEPOR BMECTE € HHCTPYKLMe 1o)
NPUMEHEHHIO B MAYKY KAPTOHHYIO.  [TPUMEHEHHIO B TAYKY KapTOHHYIO.

12 | Labeling / MapkupoBka

According to ND. / B cooteTcteun ¢ HJI.

13 Storage conditions /
XpaHneHne

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

/
[B OpUTHHANIBHOM ynakoBke (GAUCTep B madke) MpH TeMIepaType He BhIlIe
25 °C.

14 -IS-helf life / Cpok roanocTH

5 years / 5 ner

Remarks : The Product conforms to ND/
IIpumeyanue: ITponykr coorBeTcTBYET TpeBGoBaHsM HJI

Opinion : APPROVED
3akiaouenue: OAOBPEHO

Prepared by /
[ToarorosneHo:
Ramakant

Qued

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep /

PykoBoauTeNb [A(‘\;\/‘—’

Amit kumar

Reprint Date:
Hara: 30.12.2022

Reprint Date:
Hara: 30.12.2022

Reprint Date:

Hata:30.12.2022
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