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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 1 of 5/CTp. 1435

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann IOuunop®, TabuaeTkn nucneprupyemsle [xs aereii], 100 mr+ 125 mr

Batch No / Cepust Ne : V2200649

Batch Quantity / O6bem maptumn : 547.500kg

Analytical Report No / AnanuTndecknii oTdeT Ne : Date of Analysis / JlaTa ananau3za: 13.04.2022
890001584862

Date of Manufacture / Jlata npoussoacTsa : Mar-2022 |Date of Expiry / Cpok rognoctu : Feb-2027

Analysis performed according ND / Ananns nposenen mo HJI: IT N011252/02-041021

e [Test/ IToka3zaTtean Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanune Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line onl
one side and characteristic odor. / ione side and characteristic odor. /
Kpyrnsie |‘umc1<0uunln-mpuqecmltﬁl{pyrnme TUIOCKOUMIMHAPHYECKHE
rabneTku  posoBoro  upera  crabneTki  po3oBOro  IBeTa ¢
BKparUIeHHSIMH, ¢ (Gackoit U puCKOH HEJBKP&HH&I-IIIHMH, ¢ ¢ackoii ¥ puckoii Ha
OJTHOM CTOpOHE,0AHOI CTOpOHE,
B C XapakTepHbIM 3aMaXOM. C XapaKTEpHbIM 3alaXOM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
' [loxInHHOCTL CooTBeTCTBYET on the chromatogram of the test
| [ solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
YACPYKHBaHHS OCHOBHBIX IHKOB HQ
Xpomarorpamme UCIIBITYEMOTO
pacTBOpa MOJDKHBI COOTBETCTBOBATh
BpeMeHaM YAEpKHMBAHMS [HUKOB Ha
XpoMaTorpaMme pacTBopal
cTaHIapTHEIX 00pasnoB ubynpodeHa
i napaneramMmosa (paznen
L - «<KoIM4ecTBEHHOE ONpENENeHUe»).
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTBeTcTBYyeT TpeboBaHusM HIT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: IIposepeHo: Onobpeno: Menemxep / p
Naresh Kumar é’ Pardeep Kumar I PykoBonutens il
— Pavan Kumar Sharma '/,,17
Reprint Date: Reprint Date: Reprint Date:
Mara: 13.04.2022 Hara: 13.04.2022 Hara:13.04.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann FOunop®, TabuieTku aucneprupyemsie [1s aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200649

Batch Quantity / O6bem mapruu : 547.500kg

890001584862

Analytical Report No / AHasuTu4YecKkuii oTueT Ne :

Date of Analysis / /lata ananu3a: 13.04.2022

Date of Manufacture / JlaTa npou3Bogacrsa : Mar-2022

Date of Expiry / Cpox rognoet : Feb-2027

Analysis performed according ND / Auasn3 nposegen mo HJI: TT N011252/02-041021

3 Average weight of tablets /
Cpenussi Macca T263€TOK

362.8 mg/ 362.8 Mmr

Complies/cOOTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). /Ot 357,7 mr po 372,3 mr

(365,0 Mr + 2,0 %) |

00 min:36 Seconds/00 MuH 36 Sec

Not more than 3 min /
IHe 6onee 3 MUH

4 Disintegi'ation /

Pacnapaemoctn
Ne Test / IlokazaTeanb
5 Dissolution /

PacTBopenne

Results / PezyabTaThl

Sp_eciﬁcation / Hopma

99% to 100%

99% to 101%

Not less than 70% (Q) of Ci3H30:
(ibuprofen) after 30 min /

He menee 70 % (Q) CiHisO:
(uoynpoden) gepes 30 MUH

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

He Menmee 70 % (Q) CsHoNO;
(mapaueramorn) yepes 30 MuH

6  [Dispersibility /
J{ucIepcHOCTD

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 pum sieve is formed
O0OpasyeTcs ONHOPOAHAS CYCHEH3MS,
NPOXOJALIAs HYepes CHTO ¢ PasMepoM
orBepeTiii 710 MKM

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoxyxt cootBeTcTBYET TpeboBanusam H/I

Opinion : APPROVED
3akmouenue: OIOBPEHO

Prepared by /
IloarotoBneHo:
Naresh Kumar

b4

Checked by /
IIposepeno:
Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / /)

—

PykoBoautenb Cpr—=
Pavan Kumar Sharma /,’///

Reprint Date:
Mara: 13.04.2022

Reprint Date:
Jara: 13.04.2022

Reprint Date:
Hara:13.04.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOanop®, Ta61eTKH Qucneprapyemsble [ns aereii], 100 mr + 125 mMr

Batch No / Cepus Nt : V2200649

Batch Quantity / O6bem naptuu : 547.500kg

890001584862

Analytical Report No / Ananutudeckuii oTder Ne :

Date of Analysis / laTa anaan3za: 13.04.2022

Date of Manufacture / lata npousBoacrsa : Mar-2022

Date of Expiry / Cpox rognoctn : Feb-2027

Analysis performed according ND / Anayiu3 npoenen mo HJI: TI N011252/02-041021

7 ‘Related substances /
PoscTBeHHbIE IPHMECH

Method 1/ MeTon 1 —
IDetermination of 4-Amino
Phenol content / Onpenenenue
COZlepKaHMs CoepHKaHUs
4-amrHodeHona

Method 2 / Metox 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HeuAeHTRQUIPOBAHHBIX
npuMeceii nbynpodena u
mapalretamora

0.001%

BDL (Disregard limit 0.05%)

0.001%

4-aminophenol (paracetamﬁ impurity)
/
4-aMUHO(EHON (npumeck
napaueTaMOJIa) - not more than
0.005% / He 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /|
EHHAYHAS HEWAEHTHGUIMPOBAHHAS
npUMech ubynpodena WIIH
mapaneramMona -

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

Total impurities (Method 1+Method 2)l

Cymma npumeceit (Meroa 1 +Mertopn
2) - not more than 0.7% / He 6onee 0.7
%o

[Results / PesyanTaThnl

Specification / Hopma

WNe  [Test / IlokazaTesn

8 [Microbial limits /
[Mukpodnosiornyeckas

[ YHCTOTA

Less than 100 CFU/g/
Meunee 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/

IIpameuanme: [Tpomykt cooTBeTcTBYET TpeGoBanusaM HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[Toarorosnexo:
Naresh Kumar

s

Checked by /
IIpoBepeHo:
Pardeep Kumar

g

Approved by: Manager/Executive /
Opo6peno: Menemkep / [
PykoBonurtens Ehr

Pavan Kumar Sharma _—=

e

Reprint Date:
Jarta: 13.04.2022

Reprint Date:
JHata: 13.04.2022

Reprint Date:
Jata:13.04.2022
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Paged4 of 5/Ctp. 4 u3 5
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmun FOuuop®, TabaeTkn qucneprupyemsie [aas aereii], 100 mr + 125 mr
Batch No / Cepusi Ne : V2200649 Batch Quantity / O6bem naprun : 547.500kg
Analytical Report No / AHanuTH4YecKHii oTyeT Ne : Date of Analysis / Jlata ananusa: 13.04.2022

890001584862
Date of Manufacture / Jlata npounssoactsa : Mar-2022 |Date of Expiry / Cpok rogaoctu : Feb-2027
Analysis performed according ND / Auasnu3 nposenen nmo HJI: JIN011252/02-041021

a) Total aerobic microbial
count / O61uee 4uCIo
a3pOOHBIX MHKPOOPraHH3MOB Absent Shall be absent in 1g / OtcyTcTBHE B 1
r
b) Total combined yeasts and
mould count / Ob1iee 4ucio
ITPOYXOKEBBIX U MIECHEBBIX
rpuboB
¢) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
'OxHOPOIHOCTH T03HPOBAHHA 2.2 more than 15.0 / Tlokazarens
npuemaemocti (AV) nomnxeH ObITh He
' - Ibuprofen / ubynpoden bonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokasateny
2.1 npuemiemoct (AV) noikeH ObiTh He
- Paracetamol / napaueramon | coaee 15,0
Ne Test / IlokazaTenn Results / PesynbTaThl Specification / Hopma
10 Assay / KoanuecTBenHoe 00.0 mg to 110.0 mg of C13H130,
onpejejeHne (ibuprofen) per tablet /
Ot 90,0 MI" 40 110,0 Mmr C13sH 1302
98.9 mg /98.9 mr (nbynpodeHn) B Tabnerke
112.5 mg to 137.5 mg of CsHyNO,
(paracetamol) per tablet /
[ 123.6 mg/ 123.6 mr Ot 112,5 mr g0 137,5 mr CsHoNO»
| (TapaiieTamo1) B TaOJIETKE
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [ponykr coorsercTByeT TpeboBanusM HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managetr/Executive /
IoarorosneHo: [IpoBepeHo: Onobpeno: Menemxkep / ( g,
Naresh Kumar @ Pardeep Kumar ,_(l PyxoBoautenb o~
. Pavan Kumar Sharma —=
Reprint Date: Reprint Date: Reprint Date:
JaTta: 13.04.2022 Hara: 13.04.2022 Hara:13.04.2022
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Page 5 of 5/Ctp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykanu FOunop®, TabsieTkH qucneprapyemsble [nis gereii], 100 mr 4+ 125 mr

Batch No / Cepus Ne : V2200649 Batch Quantity / O6bem naprun : 547.500kg
Analytical Report No / AHanuTH9ecKHii oTyeT Ne : Date of Analysis / lata ananun3za: 13.04.2022
890001584862

Date of Manufacture / lata npou3soacTsa : Mar-2022 |Date of Expiry / Cpok roanoctn : Feb-2027

Analysis performed according ND / Ananu3s npoeenes mo HJ: ITI N011252/02-041021

BMECTE € MHCTpYKUHMEH
TNPHMEHEHHIO B NaYKy KaPTOHHYIO.

11 Tfl’ackage / YnakoBka 10 tablets in PVC/AI blister. 2 blisters
and patient information leaflet in a

| carton pack. / Tlo 10 Tabnetox B
Bnucrep uz IIBX/Al Ilo 2 Gnucrep

listers and patient information leaflet

Fo tablets in PVC/Al blister. 1, 2 or 20)

n a carton pack. / [lo 10 Tabnetox B!
ﬁ]ﬁﬂHCTep u3 NIBX/AL Tlo 1, 2 um 20,
noGIHCTEPOB BMECTE ¢ HHCTPYKUMEH 1Mo

bp;{menenn}o B [AYKy KapTOHHYIO.

12 .'Labeling / MlapkupoBKa /According to ND. / B cootetcTsuu ¢ H]I.

Xpanenue

| 25 °C.

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

B opuruHansHoit ynakoske (6nuctep B a4Ke) NP TEMNEPATYPE HE BhILIC

14 Shelf life / Cpok rognocTn 5 years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanusm HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroTosnexo: @ IIpoBepeHo: Onob6peno: Menemxep /)
Naresh Kumar Pardeep Kumar 1 ) PykoBoauTtenb O

’ - Pavan Kumar Sharma ' —— — |
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