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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : 491 98166 56001-02
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Page 1of 5/Ctp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun IOnuop®, Tabaerkn Ancneprupyembie s gereii], 100 mr + 125 mr

Batch No / Cepns Ne : V2202241

Batch Quantity

/ O6bem napruu : 547.500kg

890001626559

Analytical Report No / AHajanTHYecknii oTuer Ne :

Date of Analysi

s/ Jlara agpammza: 11.11.2022

Date of Manufacture / Jlata npousBoacTsa : Oct-2022

Date of Expiry

/ Cpoxk rogHocTy : Sep -2027

Analysis performed according ND / Anaau3s npoeegex mo HJ1: IT N011252/02-041021

Ne Test / IlokazaTean Results / PesyibTaThl 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. /
Kpyrnsie  miockoummueapuueckieKpyraple  IUIOCKOUMTMHAPHHECKHE
rabnerku ~ po3oBoro  lBera  craldierki  po30BOro  LBera ¢
BKpamIeHUAMH, ¢ packol ¥ PUCKOH HABKPATICHHAMH, C tackol 1 puckoi Ha
OJIHOM CTOpOHE, 0 HON CTOpOHE,
C XapaKTepHBIM 3aI1aXoM. C XapaKTepHbIM 3al1aXO0M.
2 Identification / Complies as prescribed/ The retention times of the main peaks
HoanuHHOCTH CooTBeTcTRYeT 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
VASPIKHUBAHUSA OCHOBHLIX [MHKOB Ha
XpomMarorpaMme HCMBITYEMOTO)
pacTBopa JAOJKHbLI COOTBETCTBOBATDH
BPEMEHAM YIepKUBAHHA [MHKOB Ha
XpoMAaTOrpaMme pacrtsopal
CTAHNIAPTHBIX obpasuos noynpodeH
L] napateramona (pasnen
{«Km‘umemneﬁﬂqg onpeneneHue»). |
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [IpoxykT cooTBeTCTBYET TpeboBanuam HJI

3akmouenue: OJOBPEHO

Prepared by /
IToaroroBneHo:
Naresh Kumar

2

Checked by /
[Ipoeepeno:
Pardeep Kumar

L

Approved by: Manager/Executive /
Opobpeno: Meneaxep /

Pykosoaurens @Lﬂé

Manoj Kumar

Reprint Date:
Jara: 11.11.2022

Reprint Date:
Jata: 11.11.2022

Reprint Date:
JaTa:11.11.2022

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ubyxknnn YOrnop®, TabaeTkn aucneprupyemsie [ais gereii|, 100 mr + 125 mr

Batch No / Cepnst Ne : V2202241

Batch Quantity / O6bem naprau : 547.500kg

890001626559

Analytical Report No / AHaJuTHYeCKHii oTyeT Ne :

Date of Analysis / JlaTta ananusa: 11.11.2022

Date of Manufacture / lata nponssoacrsa : Oct-2022

Date of Expiry / Cpok rognocty : Sep -2027

Analysis performed according ND / Auanus nposenen no HJI: [1N011252/02-041021

Ne Test / TlokazaTenanb

Cpeansisi Macca Ta0J1€TOK

3 'Average weight of tablets I

Results / PeynbTaTh

Complies/cooTBeTcTBYET

Specification / Hopma

363.6 mg/ 363.6 Mr 357.7 mg to 372.3 mg (365.0 mg +

2.0 %). /Ot 357,7 mr o 372,3 mr
(365,0 Mmr £2,0 %)

4 Disintegration / 00 min:29 Seconds/00 muu 29 Sec Not more than 3 min /
Pacnagaemocts He 6onee 3 mux

5 Dissolution / 98 % to 100 % Not less than 70% (Q) of C3H;sO:
PacTtBopenue (ibuprofen) after 30 min /

98% to 99%

He wmenee 70 % (Q) Ci3H;30q
(nbynpoden) uepes 30 MmuH
Not less than 70% (Q) of CyHsNO-
(paracetamol) after 30 min /

He m™enee 70 % (Q) CsHiNOs
(napaueramon) yepe3 30 MHH

6 Dispersibility /
JlucnepcHOCTH

Complies / CooTBeTCTBYeET

[Uniform suspension passing through
the 710 um sieve is formed /
OO0pasyeTcst ONHOPOIHAS CYCTEH3Ms,
NpoXOAsALLAs 4epe3 CHTO ¢ PasMepoM
,t)TBept;_"mii 710 MEM

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykr coorsetcTByeT TpeGoanuam HJI

Opinion : APPROVED
3akaryenue: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneno: Ilposepeno: i Onobpeno: MeHemxep /
Naresh Kumar @ Pardeep Kumar — PykosoanTens
Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Jarta: 11.11.2022 Hata: 11.11.2022 Hara:11.11.2022

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun YOHMOP®, TabeTku Aucneprupyemsbie [aus gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202241

890001626559

Analytical Report No / AHannTHYecKHii oTyeT No :

Batch Quantity / O6bem naptun : 547.500kg

Date of Analysis / /laTa anajm3a: 11.11.2022

Date of Manufacture / laTa npouszBoactna : Oct-2022

Date of Expiry / Cpok rognoctu : Sep -2027

Analysis performed according ND / Anaau3s nposegen mo HJI: I1 N011252/02-041021

Ne ";Test / TlokaszaTesnb

Results / Pesyabrarsi

7 gelated substances /
OJACTBeHHbIE IPUMeCH

Method 1 / Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenexue
CoZIepXKaHUs COJePXKaHHs
4-amuHO(peHoNa

Method 2 / MeTon 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpeneneHue
HEeHAEeH THOULHPOBAHHBIX
npumMecei ubynpodena u
rnapaueramosnia

0.0001%

BDL(Disregard Limit 0.05%)

0.0003%

Specification / Hopma

8 Microbial limits /
MukpobduosornyecKast
HHCTOTA

I — —

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

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

’4—aminophenol (paracetﬁlcmmpurity)
/

| -aMuHOGEeHON (mprmecs
mapaneraMmona) - not more than
.005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EnuHuYHas HeuJeHTHPULIMPOBAHHAS
[prMech ubynpodena UiH
napaneramona -
not more than 0.2% / He 6onee 0,2%
|Tota1 impurities (Method 1+Method 2)
Cymma npumeceii (Meron 1 + Metoj
2) - not more than 0.7% / ne 6onee 0.7
%o

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/
IIpumeuanne: Ilponykt coorBeTcTBYET TpeboBanusM HJ|

Opinion : APPROVED
Sakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepero: . Onobpeno: Menemxep /
Naresh Kumar ﬂ Pardeep Kumar CL; Pyxosoaurens ‘ %!! ! !p
(4 = ; Co
T Manoj Kumar )
Reprint Date: Reprint Date: Reprint Date:
Hara: 11.11.2022 Hara: 11.11.2022 Hara:11.11.2022

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: L85195AP1984PLC0O04507
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykaun FOHHop®, TabNeTKu Aucreprupyemblie [aus gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202241

890001626559

Analytical Report No / Anaaurrdeckuii oraer Ne :

Batch Quantity / O6bem nmaprum : 547.500kg

Date of Analysis / JlaTa anaam3za: 11.11.2022

Date of Manufacture / /lata npousBoacTsa : Oct-2022

Date of Expiry / Cpok rognoctn : Sep -2027

Analysis performed according ND / Ananus npoeeaen nmo HJI: I1 N011252/02-041021

}a) Total aerobic microbial
count / O0LIee uucno
Iaapo6Hblx MUKPOOPTraHHU3MOB

b) Total combined yeasts and
mould count / Ob1uee yucno
POXOKEBBIX U MJIECHEBBIX
rpuboB
|
c) E. coli
0 [Uniformity of dosage units /
OAHOPOAHOCTD 103UPOBAHNA

- Ibuprofen / uéynpoden

- Paracetamol / napaneramon

Absent

2.4

2.4

Shall be absent in 1g/ OTcyTcTBIHE B 1!
- .

Acceptance value (AV) should be not
more than 15.0 / Ilokazatens
npuemieMocT (AV) nomxeH ObITh He
Donee 15,0 -
IAcceptance value (AV) should be not
more than 150 / HOKaSaTeHbi
npueMaeMocTy (AV) gomkeH ObITh He
Oonee 15,0

10 Assay / KosmuecTBeHHoe
onpeaeneHue

100.9 mg /100.9 mr

126.1 mg/ 126.1 mMr

90.0 mg to 110.0 mg of C1zH 502
(ibuprofen) per tablet /

O1 90,0 Mr no 110,0 mr CizH130:
ubynpoden) B Tabnerke

112.5 mg to 137.5 mg of CsHsNO»
(paracetamol) per tablet /

;OT 112.5 mr go 137.5 mr CsHeNO»
(mapaueramoi1) B TA0JETKE

Remarks : The Product conforms to ND/
IIpumeuanmne: [IponyxT cooTBeTcTBYET Tpebopanusm HJI

Opinion : APPROVED
3axmouyenne: OJJOBPEHO

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

ITonrorosneno: IIposepeHo: Onobpeno: MeHezxep /

Naresh Kumar @/ Pardeep Kumar c:.ﬁ-; Pyrkonoantent @Lﬂ__{/
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 11.11.2022 Hara: 11.11.2022 Harta:11.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490G 2900, Fax: +91 40 4900 2999, Email: mail@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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Page Sof 5/Ctp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y kinn FOnuop®, TadaeTku ancneprupyemsle [mas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202241

Batch Quantity / O6bem naptim : 547.500kg

890001626559

Analytical Report No / AHajiuTu4ecknii otuer Ne ;

Date of Analysis / Jlara ananu3za: 11.11.2022

Date of Manufacture / Jlata mpoussogctsa : Oct-2022

Date of Expiry / Cpox rognoctu : Sep -2027

Analysis performed according ND / Ananus nposenen mo HJI: [T N011252/02-041021

11 Péckage / YnakoBka

10 tablets in PVC/ALI blister. 2 blisters10 tablets in PVC/Al blister. 1. 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerok Bin a carton pack. / ITo 10 taGnerok B
Onuctep us [IBX/AL Tlo 2 Omicrepadnucrep u3 MBX/AL Tlo 1, 2 uan 20
BMECTe c MHCTpYKLHEH NOGMICTEPOB BMECTE ¢ MHCTPYKIMEii no
NMPUMEHEHHIO B NAYKY KAPTOHHYIO. ‘_n_ PHMEHEHHIO B NAYKY KAPTOHHYIO, |

12 Labeling / Mapkuposka lAccording to ND. / B cootsercruu ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHue /
B opurunansHoi ynakoske (61HCTEp B mauke) Npy TEMIEpaType He BbILle
25 °C.
14 Shelf life / Cpox rognocTn |5 years / 5 ner

Remarks : The Product conforms to ND/
ITpumewanne: [ponykr coorsercryet TpebGosanusam HJT

Opinion : APPROVED
3akmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMogrorosiniero: ITpobeperio: Onobpery. Meneumep /
Naresh Kumar @ Pardeep Kumar C‘-"l Pyrosomirens (@L"ﬁ)—é
e Manoj Kumar -~
Reprint Date: Reprint Date: Reprint Date:
Jara: 11.11.2022 Hara: 11.11.2022 Hara:11.11.2022
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