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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmn FOuuop®, Tabnetku aucneprupyemsie s gereit], 100 mr + 125 Mr

Batch No / V2302037 Batch Quantlty'/ 547.5 kg
Cepust Ne . Pasmep cepud :

Analytical Repc:rt No/ 800001695685 Date of Analysis / 21.10.2023
AnanuTHyeckui otueT No : Jlarta ananunza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlata npou3BoOJCTBA : Tonen jio :

Analysis performed according ND / Ananu3s nposeznes no H/I: T1 N011252/02-150323

Ne Test / IlokazaTean

Results / Pe3ynbTaThl

Specification / Hopma

1 |Description / Onucanne

Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrasle  mIOCKOLMIMHAPHYECKHE
TabJNeTKH  pO30BOTO  LBETa  C

BKpaIUICHUsIMH, ¢ (ackoit 1 pucKoi
Ha OJHOH CTOPOHE, ¢ XapaKTEpPHBIM
3araxom.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrisie TIOCKOLMJIMH IPHYECKHE
TabneTKH pPO30BOI0 BeTA c
BKparieHusAMH, ¢ Gackoil U puckoi Ha
OJIHOM  CTOpOHE, C  XapaKTepHBIM
3armaxom.

2 |Identification /
ITop,tMHHOCTE

Complies as prescribed/
CoOTBETCTBYET

The retention times of the main peaks 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 (Assay section). /
Bpemena  ynep>xkuMBaHUSI — OCHOBHBIX
IIMKOB Ha XpoMmaTorpamMmme
HCIIBITYEMOTO ~ pacTBOpPa  JOJDKHBI
COOTBETCTBOBATh BpeMEHaM
yIOEepXKUBaHHUS MHKOB Ha
XpoMarorpaMMe pacTBOpa CTaHAAPTHBIX
o6pa3uor ubynpodeHa U napaueramona

IIpumeuanue: [Iponyxr coorBercTByeT TpeboBanusm HJ{

(paznen «KonuuecTBeHHOE
OMpeaeNiEHNE).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akarwuyenne: OJJOBPEHO

Jata: 21.10.2023

JlaTta: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: ﬁ IIpoeepeno: Santosh Kl};w Maurya | OmoGpeno: Menemxep / PykoBoanTens
Ankaj Verma / \_5/___ Manoj Kumar a ’u
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023
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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
W6yxaun IOHKHOp®, TabneTku aucneprupyemsie s nereii], 100 mr+ 125 mr
Batch No / V2302037 Batch Quantlty'/ 547.5 kg
Cepus Ne : Pasmep cepuu :
Analytical Rep(\)'rt No/ 890001695685 Date of Analysis / 21.10.2023
AHanutuyeckuii otyet No : Jara aHaynusa:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npon3BojCTBa : I'ogen no:
Analysis performed according ND / Ananus nposened no H/: I1 N011252/02-150323

Ne Test / ITokasaTesnb Results / PeyabTaThl Specification / Hopma
3 | Average weight of tablets / 362.9 mg/ 362.9 Mr 357.7 mg to 372.3 mg
Cpennsist Macca Ta0JIETOK : (365.0 mg +2.0 %). /
Complies/CooTBETCTBYET Ot 357,7 r 10 372,3 mr
(365,0 mMr + 2,0 %)
4 | Disintegration / 00 min 18 sec/ 00 MuH 18 cek  |Not more than 3 min /
Pacnapaemoctnb He 6onee 3 mun
5 |Dissolution / PacrBopenne 98 % to 100 % Not less than 70 % (Q) of Ci3His0;
(ibuprofen) after 30 min / He menee
70 % Q) CisH150;
(nbynpoden) uepe3 30 MUH
97 % to 98 % Not less than 70 % (Q) of CsHoNO;
(paracetamol) after 30 min / He meHee
70 % Q) CsHoNO;
(napaueramon) yepes 30 MUH
6 |Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through the
JAucnepcHocTh 710 pm sieve is formed / O6pasyercs
OTHOPOJIHAsI CYCTEH3Us, MPOXOASIIAsL
4yepe3 CHUTO C pa3sMepoM OTBEPCTHUi
710 MKM
7 |Related substances / PoncTensble mpaMecH

Remarks : The Product conforms

IIpumeuanue: [Iponykt cooTBeTcTByeT Tpeboanusm HJ

to ND/

Opinion : APPROVED
3akaoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exccutive /
[ToaroroBneHo: /’( ) ITpoepeHo: Santosh Kumar Maurya | Onobpeno: Menemxkep / Pykosoaurens
Ankaj Verma &, : Manoj Kumar QM
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023 Jara; 21.10.2023 Hara: 21.10.2023

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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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIU3A

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
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxnun KOnnop”, Tabnetku nucneprupyemsie [ nereit], 100 mr + 125 mr

Batch No/ V2302037 Batch Quantlt){/ 547.5 kg
Cepus Ne : Pazmep cepunu :

Analytical Repczrt No/ 890001695685 Date of AnaIy'SIS / 21.10.2023
AHanuTHYEeCKUH oTyeT Ne ; JlaTa aHanu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BOJCTBA : ["oneH 1o :

Analysis performed according ND / Asanus nposenes no HJI: ITN011252/02-150323

No Test / Iloka3aTenn

Results / PesyabTaTni

Specification / Hopma

Method 1/ Meton 1

4-amuHOdEHONIA

4-Aminophenol content /
Onpenenenne conepxaHust

0.0001%

4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-amuHOdeHON (npyuMecs
napaneramorna) - He 6onee 0,005 %

Method 2 / Merton 2

unidentified impurities /
OnpeneneHue

napageramMmoJia

Ibuprofen and Paracetamol

HEeUIEeHTHPUITHPOBAHHBIX
npumeceit ubynpodena u

0.07%

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
0.2 %

EnuHuvHas  HeuIeHTHULUPOBaHHAS
MPUMECH ubynpodeHa HJIH
napaieramora - ge 6onee 0,2 %

1+Method 2) / Cymma
npumeceit (Metog 1 +
Meton 2)

Total impurities (Method

0.07%

Not more than 0.7 % / He 6onee 0,7 %

& |Microbial limits* / MukpoGuoJiornyeckasi Yucrora*

count / Obmee yucno
a’poOHBIX
MHKPOOPraHU3MOB

a) Total aerobic microbial

NA

Not more than 10° CFU/g/
He 6onee 10° KOE/r

Remarks : The Product conforms to ND/
IIpumeqanne: [Ipoaykr cooTBeTcTBYeT TpeboBanusM HJ

Opinion : APPROVED
3akaouenue: OJIOGPEHO

Hara: 21.10.2023

JlaTa: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: [Iposepeno: Santosh Kumar Maurya | Omobpeno: Menemkep / PykosomnTtens
Ankaj Verma / Manoj Kumar M
Reprint Date: Reprint Date: Reprint Date:

JaTa: 21.10.2023

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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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxun IOunop”™, Tabnerku gucneprupyemsie [mis aereit], 100 mr + 125 mMr

Batch No/ V2302037 Batch Quantlty. / 547.5 kg
Cepus Ne : Pasmep cepuu :

Analytical Repc:rt No/ - 890001695685 Date ofAnaly.sm/ 21.10.2023
AHanuTndeckuii otder Ne : JlaTa aHaynu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BOACTBA : T'open no:

Analysis performed according ND / Auasnn3 nposenet no HJ[: [TN011252/02-150323

Ne Test / IToka3aTean

Results / Pe3yabTaThl

Specification / Hopma

b) Total combined yeasts NA Not more than 10* CFU/g /
and mould count / O6uiee He 6onee 10? KOE/r
YHCJIO APONOKEBBIX U

TJIECHEBBIX IPpHOOB

¢) E. coli NA Shall be absentin 1 g/

OrcytcTBHE B 1 T

9 | Uniformity of dosage units / OaHOpOAHOCTH J03MPOBAHHA
Ibuprofen / U6ynpoden 1.3 The acceptance value (AV) should be not
more than 15.0 / IlokazaTens
npremiaeMoctd (AV) nomkeH ObITh HE
oonee 15,0
Paracetamol / [Tapaneramon 1.3 The acceptance value (AV) should be not
more than 15.0 / Iloka3arens
npremnemoctid (AV) nomken ORITh HE
oonee 15,0
10 |Assay/ KoauyecTBeHHOE 98.8 mg/ 98.8 Mmr 90.0mg to 110.0mg of Ci3Hi30:

onpeaeJeHue

123.2 mg/ 123.2 mr

(ibuprofen) per tablet / Ot 90,0 Mmr g0
110,0 MI C13H1802 (I/IG)’HpOd}CH) B
TabneTke

1125mg to 137.5mg of CsHyNO:
(paracetamol) per tablet / Ot 112,5 Mr 10
137,5 Mr CsHoNO; (mapaneramon) B

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT coorBercTByeT TpeboBanusM H]|

Opinion : APPROVED
3aknwuyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive /
IToaroTroBneHo: [TposepeHo: Santosh Kpmar Maurya Onobpeno: Menemkep / PyKoBORHTENb
Ankaj Verma @ = d’, Manoj Kumar :‘1 If ’

Reprint Date: Reprint Date: Reprint Date:

Hata: 21.10.2023

Hata: 21.10.2023

Jlata: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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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
CEPTUO®UKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yknun FOnuop®, Tabnetku gucneprupyemsie [mns gerei], 100 Mr + 125 mr
Batch No / V2302037 Batch Quantity / 547.5 kg
Cepus Ne : Pazmep cepun :
Analytical Repc:rt No/ 890001695685 Date of Analysis / 21.10.2023
AHanuTH4eckuit otuer Ne JlaTa aHanu3za:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa mpou3BoACTBA . ['opeH o :
Analysis performed according ND / Ananu3 nposeaes no HJ[: I1 N011252/02-150323

and patient information leaflet in a
carton. / [To 10 tabnerox B biuctep
u3 J[IBX/AL ITo 2 6mucrepa BMecTe ¢
HHCTPYKIMEH 10 TPUMEHEHHUIO B

24Ky KapTOHHYIO.

No Test / IlokazaTenn Results / Pe3yabTaTsl Specification / Hopma
TabneTKe
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20

blisters and patient information leaflet in
a carton. / ITo 10 Tabnetok B 61cTep U3
IIBX/AlL Ilo 1, 2 unu 20 6muctepos
BMECTE C HHCTPYKIMEH 0 MPUMEHEHHIO
B Ma4Ky KapTOHHYIO.

12 |Labeling / MapkupoBka According to ND. / B cooterctun ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opuruHaisHoM ynakoBke (61ucTep B Mauke) NpH TEMIIEPAType He BhILIE
25 °C.
14 | Shelf life / Cpok rognocTu |5 years /5 ner

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / HcnbITaHHEe NPOBOAUTCS TOJIBKO MJIs KaxXok 20-if cepuH WM A/ OAHOM CEPHH B
roJ, B 3aBHCHMOCTH OT TOI0, YTO HACTYIHMT paHee. IlokasaTe b MOXKeT OTCYTCTBOBATh B CepPTHOHUKATE aHAIH3A.

Remarks : The Product conforms

to ND/

Ilpumeuanne: ITpoaykt coorBeTcTBYeT Tpeboanusm HJI

Opinion : APPROVED
3aximouenue: OJJOBPEHO

Prepared by /
[ToarorosneHo:
Ankaj Verma

&

Checked by /
ITpoeepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /

Onobpeno: MeHemkep / PykoBojuTENb
Manoj Kumar &M

Reprint Date:
Hara: 21.10.2023

Reprint Date:
Hara: 21.10.2023

Reprint Date:
JlaTta: 21.10.2023

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
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

W6y FOnuop”, Tabnetku aucneprupyemsie [ast gereit], 100 Mr + 125 mr

Batch No / V2302037 Batch Quantlty’ / 547.5 kg

Cepus Ne : Pazmep cepuu :

Analytical Repczrt No/ 890001695685 Date of Analysis / 21.10.2023
AHanutnyeckuii oryeT No : JlaTa aHanuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028

Jara npou3BoAcCTBa : ["onen 10 :

Analysis performed according ND / Ananu3s nposesed no HJI: [1 N011252/02-150323

API name (INN) /

Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapanieramon
API manufacturer batch number / PIBM230317 APAPE2023060632

Homep cepun nponssogurensi ADC:

FP Manufacturer API Batch number /
Homep cepun cy6cTanuu FEQA00401 FEQAO00329

npoussoaurens I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DxTus I'panynec Munus Jita., Unnus
Hpoussogurenr ADC, crpana: ®apma Caitencus Jlumuren, Muaus

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJL 3akawyenue: O/IOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoBepeHo: Santosh ar Maurya | OnobpeHo: Menemxep / Pykogoautens
Ankaj Verma ﬂ/ e Manoj Kumar a 2 L}]i
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 29900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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