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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

Page 1 of 6/ CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnun FOnrnop®, Tabnetku nucnieprupyemsie s aereii], 100 mr + 125 mr

Batch No / V2302040 Batch Quantity / 543.0 kg
Cepus Ne : Pasmep cepuu :

Analytical Rep(\)'rt No/ 890001695632 Date of Analysis / 25.10.2023
AHanutudeckuit otduer Ne : JlaTa aHanu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Hara npousBocTBa : I"oneH Jo :

Analysis performed according ND / Ananus nposeaes no HJI: 11 N011252/02-150323

Ne Test / Iloxka3zaTennb

Results / Pe3ynbTaThl

Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrnele  nmiocKonMIMHIPUYECKHE
TabNEeTKH  pPO30BOrO  IBETa €

BKpaTieHHsIMH, ¢ (ackoit u puckoit
Ha OIHOW CTOPOHE, C XapaKTepHbLIM
3aMaXoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrisie TUTOCKOLIMJIMHAPHYECKHE
TabIeTKH PO30BOI0 1[BETA c
BKparjieHusIMH, ¢ dackoit U puckoll Ha
ONHOM  CTOpOHE, C  XapaKTepHBIM
3aMaxoMm.

2 |Identification /
IMoganHHOCTL

Remarks : The Product conforms to ND/
Ipumeuanne: ITponykT coorBeTcTBYET TpeboBanusM HJ{

Complies as prescribed/
CoOoTBETCTBYET

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). /
BpemeHna  ynmepHBaHHS ~ OCHOBHBIX
IHKOB Ha XpoMaTorpamme
HCIBITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIEPXXUBaHUS MHKOB Ha
XpOMATOrpaMMe pacTBOpa CTaHJapTHBIX
06pasnos ubynpodeHa 1 napaneraMmona

(paznen «KonnuecteeHHoe
ONpPENIETICHUE»).
Opinion : APPROVED

3axumouenue: QJIOBPEHO

Jara: 25.10.2023

Hara: 25.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexo: [Tposepeno: Santosh Kumar Maurya | Onobperno: Menemkep / Pykosonurens
Ranjeet @/ (k_ Abhishek Chauha&_{)\

Reprint Date: Reprint Date: Reprint Date: ;

Jata: 25.10.2023

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT 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

Page2 of 6/ Ctp. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 yxnun IOnuop”, Tabnetku aucneprupyembie [uis aereii], 100 mr + 125 mr

Batch No / V2302040 Batch Quantity / 543.0 kg
Cepus Ne Pasmep cepun :

Analytical Repcirt No/ _ 890001695682 Date of Analysis / 25.10.2023
Auanutuueckuii otyer No : JlaTta aHanu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTta mpou3BOJICTBA : I'ogeH 1o :

Analysis performed according ND / Ananus nposesen no HJT: I1 N011252/02-150323

Ne Test / Iloka3aTeyb

Results / Pe3yabTaThl

Specification / Hopma

3 | Average weight of tablets /
Cpennsis Macca TabieTox

363.5 mg/ 363.5 mr

Complies/CoOTBETCTBYET

357.7 mgto 372.3 mg
(365.0 mg +2.0 %). /
Ot 357,7 mr no 372,3 mr
(365,0 Mr = 2,0 %)

4 |Disintegration /
PacnagaeMocTh

00 min 22 sec/ 00 MuH
22 cek

Not more than 3 min /
He 6onee 3 Mun

6 |Dispersibility/
JAuncuepcHocTh

5 |Dissolution / PacTBopenue

99 % to 100 %

97 % to 98 %

Complies / CooTBETCTBYeT

Not less than 70 % (Q) of Ci3sHisO2
(ibuprofen) after 30 min / He wmeHee
70 % Q) Ci3Hg02
(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % «Q) CsHyoNO,
(napaueramon) yepe3 30 MuH

Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
OJTHOpOJHAs CYCHEH3Ms, NpOXOJsIlas
Yyepe3 CHTO C pPa3sMepoM OTBEPCTUH
710 MKM

7 |Related substances / PogcTBeHHble NpUMeECH

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusim HJI

Opinion : APPROVED
3akawyenue: OJIOBPEHO

Jara: 25.10.2023

Hara: 25.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Honromsnex—xo:@ [Mposepeno: Santosh Kumar Maurya | Onobpeno: Menemiep / PykosBoaurens
Ranjeet Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date: )

Hara: 25.10.2023

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




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Page3 of 6/ CTp. 3u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmun IOnnop®, Tabnetku ancneprupyemsie [ans aerei], 100 mr + 125 mr

Batch No / V2302040 Batch Quantlty. / 543.0 kg
Cepus Ne . Pasmep cepun :

Analytical Repczrt No/ 890001695682 Date of Analysis / 25.10.2023
AHanutHdeckuii otuet Ne : JlaTa aHanusa:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTta npoHU3BOJCTBA . ['open 1o :

Analysis performed according ND / Ananu3 nposenies no HJI: ITN011252/02-150323

Ne Test / IlokazaTennb

Results / PesyabTaThl

Specification / Hopma

Method 1/ Metop 1

4-amuHOGeHONa

4-Aminophenol content /
OrmnpeneneHue conepxanus

0.0001%

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

4-amuHODEHOI (mipumecs
napaneramona) - He 6onee 0,005 %

Method 2 / Meton 2

unidentified impurities /
OnpepeneHne

napancTtamosia

Ibuprofen and Paracetamol

HEHAEHTU(ULIHPOBAHHBIX
npumeceil ubynpodena u

Below BDL (BDL= 0.05 %) / Huxe
1opora perucTpauu
(ITP =0.05%)

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

EnviHHuHasT  HEeMJCHTHQUUUPOBAaHHAs
MpUMech ubynpodeHa UJH
naparieTamona - He 6onee 0,2 %

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

Total impurities (Method

0.0001%

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

8 |Microbial limits* / MukpoGHosorndyeckasi 4acToTa*

count / O61ee uncio
a’poOHBIX
MHKPOOPraHu3MOB

a) Total aerobic microbial

NA

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

Jata: 25.10.2023

Harta: 25.10.2023

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: ITpoxykr cootBeTcTBYET Tpebobanusm HJY 3akmouenue: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIposepeno: Santosh Kumar Maurya | Onobpeno: Menemxkel} / Pykogoanrens
Ranjeet @ A Abhishek Chauhan u
Reprint Date: Reprint Date: Reprint Date:

Jata: 25.10.2023

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: L85135AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Paged4 of 6/ CTp. 4 u3 6

Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxnH IOx-mop@, TabJeTKu aucneprupyemMole s aereit], 100 mr + 125 mr

Batch No / V2302040 Batch Quantlty./ 543.0 ke
|Cepus Ne : Pasmep cepuu :

Analytical Repcirt No/ 890001695682 Date of Analysis / 25.10.2023
Ananutndeckui otyer Ne : Jlata ananuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npoHu3BoJCTBA : T'onen jio :

Analysis performed according ND / Ananu3 nposeaes no HJI: [1N011252/02-150323

Ne Test / Iloxa3zaTeib

Results / Pe3yabTarhl

Specification / Hopma

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

TeCHEBBIX TPUBOB

¢) E. coli NA Shall be absentin 1 g/

OrcyTcTBHE B 1 T

9 | Uniformity of dosage units / OaHOpOIHOCTH A03MPOBAHUSI

Ibuprofen / M6ynpoden 1.2 The acceptance value (AV) should be not
more than 15.0 / Tloka3aTens
npueMyeMocTd (AV) nomkeH OBITH He
Oonee 15,0

Paracetamol / [Tapauetamon 1.2 The acceptance value (AV) should be not

more than 15.0 / Tlokasarens
npuemiieMoctd (AV) nomxkeH ObITb HE
oonee 15,0

10
onpenaesieHHe

Assay / KosinuecTBeHHOE

100.0 mg / 100.0 mr

124.3 mg/ 124.3 mr

90.0mg to 110.0mg of C;3HisOq
(ibuprofen) per tablet / Ot 90,0 Mr 10
110,0 MI® Cl3H1802 (I/I6pr0(1)eH) B
TabneTke

1125 mg to 137.5mg of CgHoNO;
(paracetamol) per tablet / Ot 112,5 Mr 10
137,5mr CsHoNO, (mapaueramoin) B

Remarks : The Product conforms to ND/
Ipameuanue: [IpogykT coorBeTCTBYET TpeboBanusimM HJI

Opinion : APPROVED
3akirouenne: OJOBPEHO

Hata: 25.10.2023

Jara: 25.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosnexo: L ITposepeno: Saptosh Kumar Maurya | Ono6peno: Menepkep / Pykosoaurens
Ranjeet &E Abhishek Chauh

Reprint Date: Reprint Date: Reprint Date:

Hata: 25.10.2023

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: L85155AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page50f 6/ CTp. 513 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HU6ykun FOunop®, Tabnetku gucneprupyemsle [ms nerei], 100 mr+ 125 mr
Batch No / V2302040 Batch Quantlty' / 543.0 kg
Cepus Ne Pasmep cepun :
Analytical Repgrt No/ 890001695682 Date of Analysis / 25.10.2023
Ananutuyeckuit otyer Ne : Jlata aHanuza:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa mpou3BOACTBA : ["ozeH jio :
Analysis performed according ND / Ananus nposezed no HJI: TTN011252/02-150323

Ne Test / [Toxka3aTenn

Results / Pe3yabTaTsl

Specification / Hopma

TabieTke

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnerok B Gimcrep
u3 IIBX/AL. o 2 6nuctepa BMecTe €
UHCTPYKIHE!l MO HPUMEHEHHIO B
[IaYKy KapTOHHYIO.

10 tablets in PVC/ALI blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 Tabnerok B 6aucrep us
IIBX/Al Tlo 1, 2 unu 20 6muctepos
BMECTE C MHCTPYKIMEH MO IPUMEHEHUIO
B Ma4Ky KapTOHHYIO.

12 |Labeling / MapkupoBKka

According to ND. / B cootBercTBuu ¢ HJI.

13 | Storage conditions /
Xpanesne

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHanpHoli ynakoske (6y1cTep B Na4YKe) NPH TEMIEPaType He BhILIE

14 | Shelf life / Cpok roanocTu

5 years / 5 net

* 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. / MicnibITAHHE NPOBOAMTCS TOILKO AJIS KaxA0# 20-f cepuu WM 1Jisl OQAHOI cepHH B
rojl, B 3aBHCHMOCTH OT TOI'0, 4TO HACTynHT panee. [Tloka3aTesb MOXKeT OTCYTCTBOBATh B CepTH(UKATE aHAIM3A.

Remarks : The Product conforms to ND/
ITpumeuanue: [Tponykr cootBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axmnouenue: OJJOBPEHO

Hara: 25.10.2023

JHata: 25.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIposepeno: Santosh Kumar Maurya | Onobperno: Mernemep / PykoBoautens
Ranjeet & vt Abhishek Chauhaflk\

="
Reprint Date: Reprint Date: Reprint Date: -

Jlata: 25.10.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6 / CTp. 6 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6 yknuH IOHPIOp@, tabnetku aucneprupyemble s gerei], 100 mr+ 125 mMr

Batch No / V2302040 Batch Quantity / 543.0 kg
Cepust Ne Pasmep cepuu :

Analytical Repgrt No/ 890001695682 Date of Analysis / 25.10.2023
Ananutuueckuit oryet Ne Jlata aHanusa:

Date of Manufacture./ 09-2023 Date of E)fplry/’ 08-2028
JaTa npon3BoACTBA : I'ozen jo ¢

Analysis performed according ND / Ananu3s nposeaen nmo HI: ITNO011252/02-150323

APIname (INN)/
Hanmenosanme AGC (MEH): Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
API manufacturer batch number / PIBM230317 APAPE2023060682
Homep cepun npoussoautesnss A@C:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHnmnu FEQA00401 FEQA00329
npouspoauTens I'JId:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & counfry/ Limited, India / Conapa DxTus [panynec Unnusa JIta., Unaus
IIpoussonutens ADC, cTpana: ®dapma Caitencus Jlumuren, Uuaus

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykt coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IToaroToBneHo:
Ranjeet

Checked by /
[posepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkap / PykoBoaurensb
Abhishek Chauhan

Reprint Date:

Jara: 25.10.2023

Reprint Date:
Hata: 25.10.2023

Reprint Date:
Hata: 25.10.2023

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: L85195AP1984PLC004507
www.drreddys.com




