Dr.Reddy’s “:‘

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 : +91 98166 56001-02
www.drreddys.com

Page10of 6/ Ctp. 1u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykmun Onnop®, Tabnetku aucneprupyembie [aas gereit], 100 mr+ 125 mr

Batch No / V2302282 Batch Quantlty'f 543.00 kg
Cepns Ne . Pasmep cepun :

Analytical Rep(iﬂ No/ 040002277404 Date of Analysis / 22.11.2023
Ananutudeckuii otyeT No : JlaTa aHanu3a:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa MpOU3BOJICTBA : I"oneH 1o :

Analysis performed according ND / Ananu3 nposezieH no HJI: IT N011252/02-150323

Wz Test / [ToxazaTennb

Results / Pe3yabTaTsl

Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrible  IIOCKOLMIMHIPHYECKHE
TaOJIeTKH  pO30BOrO  ILIBETa  C

BKpaIJIeHUsIMH, ¢ (Hackod U pHUCKOH
Ha OJTHOH CTOpOHE, C XapaKTEepHLIM
3araxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrsie MTOCKOLMIMHAPUIECKHE
tabeTku pO30BOrO HBETa c
BKpaIUICHUAMH, ¢ dackoit U puckoil Ha
OJHOIl  CTOpPOHE, C  XapaKTepHBIM
3amnaxom.

2 |Identification /
IopauuuocTs

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). /
BpeMeHa  ynep)KHBaHUS  OCHOBHBIX
MTMKOB Ha XpomaTtorpamme
UCMBITYEMOTO ~ pacTBOpa  JOJDKHEI
COOTBETCTBOBATh BpeMEHaM
yIAEpKUBaHHUS MIUKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHJaPTHBIX
o06pa3uoB ubympodeHa U napaleramosna
(paznen «KonuuecTBeHHOE
oTpeiCICHUE).

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoxykT cooTBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 22.11.2023

Hata: 22.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBsieHo: ITposepeno: Santgsh Kumar Maurya | Onobpeno: Menemxep / PykoBoaurens
Ankit (?S Abhishek Chauhe L

_ g i il ishek Chauharr 8 l
Reprint Date: Reprint Date: Reprint Date:

Jara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900C 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTUOUKAT AHAJIU3A
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Formulation Unit-6
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6yxmn IOnuop”, Tabnetku aucneprupyemble [fuis gereii], 100 mr + 125 mr

Batch No / V2302282 Batch Quant1ty~ / 543.00 kg
Cepust Ne Pasmep cepuu :

Analytical Rep?'rt No / 040002277404 Date of Analysis / 92.11.2023
Ananutnueckui otyer Ne : Jlara ananvsa:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JtaTa npou3BOACTBA TozeH 1o :

Analysis performed according ND / Ananu3 nposesier mo HJI: ITNO11252/02-150323

Ne Test / Iloka3aTenn

Results / Pe3yabTaThl

Specification / Hopma

3 | Average weight of tablets /
Cpeansist Macca Tab1eToK

364.6 mg/ 364.6 Mr

Complies/CooTBETCTBYET

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

Disintegration /
PacnmagaemocTsb

00 min 30 sec/ 00 muH 30 cex

Not more than 3 min /
He 6onee 3 mun

5 |Dissolution / PacTBopenue

99 % to 101 %

97 % to 100 %

6 |Dispersibility /
JucnepcHocThb

Complies / CooTBETCTBYET

Not less than 70 % (Q) of Ci3HisO2
(ibuprofen) after 30 min / He wmenee
70 % Q) Ci3Hi50;
(ubynpoden) yepes 30 MUH

Not less than 70 % (Q) of CsHyNO,
(paracetamol) after 30 min / He menee
70 % (Q) CgHoNO,
(nmapaueramonn) yepe3 30 MHH

Uniform suspension passing through the

710 um sieve is formed / O6pasyercs
ONIHOPOJHAsl CYCIIEH3Us, NPOXOAsLlas
yepe3 CHTO C pa3MepoM OTBEpCTHil
710 MKkM

Remarks : The Product conforms to ND/

Ipumeuanue: ITpoxyKT cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: / [Tposepeno: Santosh Kumar Maurya | Ono6peno: Menemiep / PykoBoauTens
Ankit A S Abhishek Chauhan L \

P / o
Reprint Date:  * Reprint Date: Reprint Date:
Hara: 22.11.2023 Jara: 22.11.2023 Jarta: 22.11.2023

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
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6ykmun IOnKop”, TabneTku gucneprupyemsle [1s aereii], 100 Mr+ 125 mr

Batch No / V2302282 Batch Quantlt){f 543.00 kg
Cepus Ne Pasmep cepu :

Analytical Repc:rt No/ 040002277404 Date of Analysis / 22.11.2023
Ananutnyeckuit otuet Ne : Hata ananusa:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa npou3BOJCTBA : ['oneH 10 :

Analysis performed according ND / Aunanu3 nposeges no HJI: TIN011252/02-150323

7 |Related substances / PoacTBeHHbIe IPHMeECH
Method 1 / Merog 1 0.0001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
OnpeneneHue coaepxanus 4-amuHObeHON (mpumech
4-amuHOdeHoa napareramora) - He 6osee 0,005 %
Method 2 / Meton 2 Below BDL (BDL= 0.05 %) / Huxe Any individual unidentified impurity of
Ibuprofen and Paracetamol Mopora perncTpauuy ibuprofen or paracetamol - not more than
unidentified impurities / (TTP =0.05%) 0.2%
Onpenenexne Enunuubas  HewaeHTHOULUPOBaHHAS
HEeHACHTUHLIMTPOBAHHBIX pUMech ubynpodena UM
npuMeceit ubynpodena u napareramora - He 6onee 0,2 %
napaieramosa
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceii (Merox 1 + 0.0001%
Merton 2)

8 |Microbial limits* / Mukpo6HoJsioruyeckast 4ucTOTa*
a) Total aerobic microbial NA Not more than 10° CFU/g /
count / O61ee 4uCIIo He 6onee 10° KOE/r
a’pOoBHBIX
MHKpPOOPraHH3MOB

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYyeT TpeboBanyuam HJI

Opinion : APPROVED
3akmouenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBinexo: f‘ IIpoeepeno: Santosh Kumar Maurya | Onobpero: Menemxkep / PykoBoanress
Ankit A a Abhishek Chauhan \
Reprint Date: Reprint Date: Reprint Date: ¥

Jara: 22.11.2023

Hara: 22.11.2023

JaTa: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CEPTUOHUKAT AHAJIM3A
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Formulation Unit-6

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

Tel : 491 98166 56001-02
www.drreddys.com

Page 4 of 6 / CTp. 4 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6ykmun IOnuop”, Tabnetku gucneprupyemsie [as gereii], 100 vr + 125 mr

Batch No / V2302282 Batch Quantlt){/ 543.00 ke
Cepus Ne : Pasmep cepun :

Analytical Repgrt No/ 040002277404 Date of Analysis / 22.11.2023
Ananutudeckuid otuet Ne : JlaTta aHanusa:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
Jlata nmpon3BoJjCTBA : ["ozeH Jio :

Analysis performed according ND / Axanus nposeaes no HJI: TIN011252/02-150323

b) Total combined yeasts NA Not more than 10> CFU/g /
and mould count / O61uee He 6onee 10> KOE/r
YHCIIO JPONOKEBBIX U

TUIECHEBBIX IPUOOB

¢) E. coli NA Shall be absentin 1 g/

OrcyrctBue B 1 ¢

9 | Uniformity of dosage units /

OIIHOPOIIHOCTL AO3HPOBAHHA

Assay / KoiuuecTBeHHOE
onpeaejicHHe

Ibuprofen / U6ynpoden 1.1 The acceptance value (AV) should be not
more than 15,0 / Ilokazarens
npuemieMocTd (AV) nomxeH ObITh He
bonee 15,0

Paracetamol / [Tapaneramon 1.1 The acceptance value (AV) should be not

more than 150 / [Ilokasarenb
NpUeMIeMocTd (AV) H0MKeH OblTh He
boiee 15,0

100.0 mg / 100.0 mMr

124.7 mg/ 124.7 mr

Remarks : The Product conforms to ND/

90.0mg to 110.0mg of C;3sHisO
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr  Ci3Hi302 (ubynpoden) B
Tabnerke

112.5mg to 137.5mg of CsHyNO:
(paracetamol) per tablet /Ot 112,5 Mr 1o
137,5mr CsHoNO, (mapaueramosn) B
TabJeTke

IIpumeuanue: [TpoaykT coorBeTcTBYeT TpeboBanuam H/JI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosiieHo: A INpoeepeno: Santosh Kumar Maurya | Ono6peno: Menenxkp / Pykgsoantens
Ankit e @\\’ Abhishek Chauhan 1

Reprint Date: Reprint Date: ) Reprint Date: i

Jlara: 22.11.2023 Hata: 22.11.2023 Hata: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +-91 40 4900 2959, Email: mail@drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxaun IOnnop®, Tabnetku nucneprupyemsie [ais aerei], 100 mr + 125 mr

](?,:atch No / V2302282 Batch Quantlty. / 543.00 ke
epust No : Pa3mep cepuu :

Analytical Repc:rt No/ 040002277404 Date of Analysis / 22.11.2023
AHanutndeckuii otyet Ne ; Jata ananu3a:

Date of Manufacture / 10/2023 Date of Expiry/ 09/2028
JlaTa npou3BOACTBA : ['open fo :

Analysis performed according ND / Ananu3 nposeset no HJI: ITTN011252/02-150323

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnetok B Gaucrep
u3 [IBX/ALl. 1o 2 6nucrepa BMecTe ©
HHCTPYKIMEH 10 TPHMEHEHUIO B
NayKy KapTOHHYIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 Tabnerok B 6aucrep u3
[MIBX/Al Tlo 1, 2 unu 20 6iucrepos
BMECTE C HHCTPYKIHEH O NPUMEHEHHIO
B MMAYKy KapTOHHYIO.

12 |Labeling / MapkupoBKa

According to ND. / B cootBercTBuu ¢ H/I.

13 |Storage conditions /
Xpanenue

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHanpHOMi ynakoke (61HCTEp B Ta4ke) NPH TEMIIEPATYPE HE BBILIE

14 |Shelf life / Cpok rogHocTn

S years /5 ner

* The test is performed for cach 20th batch, or for onc batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / McnibITAHHE IPOBOAUTCS TONBKO JJIs1 KazkaoM 20-i cepuH HJIM A1 OJHOM cepuH B
roj, B 3aBUCHMOCTH OT TOr0, YTO HACTYNHUT paHee. [[okazaTe/lb MOXKeT OTCYyTCTBOBATh B cepTHdHKATE aHAIH32.

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT cooteTcTBYET TpeboBanusM HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 22.11.2023

Hara: 22.11.2023

Preparcd by / Checked by / Approved by: Managor/Executive /
[Moarorosnexo: /\ IMporepeno: Santosh Kumar Maurya | Onobpeno: Menemmiep / Pykosoautens
Ankit Rl Cﬁ— Abhishek Chauhafl»\_’x
Reprint Date: Reprint Date: Reprint Date: - \

Jara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@direddys.com
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A
Page 6 of 6 / CTp. 6 13 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmmn FOnuop®, TabneTku aucneprupyemble [ans aereii], 100 mr + 125 mMr
gatch No / V2302282 Batch Quantlty./ 543.00 kg
epus Ne Pa3mep cepun :

Analytical Repgrt No/ 040002277404 Date of Analysis / 29.11.2023
AHanutu4eckuii otyet Ne : JlaTa aHanusa:
Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa npoM3BOJCTRA : T'open o :
Analysis performed according ND / Anayu3 nposesed no HI: TI N011252/02-150323

API name (INN) /

Haumenosanne AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapalieramon
API manufacturer batch number / PIBM230355 APAPE2023060684,
Homep cepun npoussoauresiss ADC: APAPE2023060684

FP Manufacturer API Batch number /
Homep cepuu cybcTaHuH FEQA00449 FEQA00330, FEQA00344

npoussoauTeasa I'JId:

Solara Active Pharma Sciences Granules India Lid., India /
API Manufactured by & country / Limited, India / Conapa DxTtus I'parynec Uuaus Jita., Unnus
IIpoussogurens ADC, crpana: ®apma Caitencus Jlumuten, Unaus

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [Tpoxykr cooTeTcTBYeT TpeboBanusam HJI 3akmwuenune: OJJOBPEHO

Prepared hy / Checked hy / Approved hy: Manager/Executive /
[ToaroroBseHoO: /‘/ IIposepeno: Santosh Kumar Maurya | Ono6peno: Menemxep / PykosoauTens
Ankit /// ( gt Abhishek Chauhaﬁm& \
Reprint Date: Reprint Date: Reprint Date: A

Hata: 22.11.2023 Hata: 22.11.2023 Jara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



