Dr. Reddy's Laboratories Ltd.
@ o Formulation Unit-6
Dr. Reddy’s q... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A
Page 1 of 6/ CTp. 143 6
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNO6yKkauH IOHHOp®, TabaeTkn Aucneprupyemsle [1is aereii], 100 mr + 125 mr
Batch No / V2400970 Batch Quantity / 535.0 kg
Cepust Ne : Pa3mep cepun :
Analytical Repoz‘t No/ 040002559044 Date of Analysis / 25.06.2024
AxanuTHyeckmii oTder No : JlaTa ananau3a:
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BoACTBA : I'onen no :
Analysis performed according ND / Ananus nposegen o H/: I1 N011252/02-150323

| Ne Test / IlokazaTenan | Results / PesyabTaTsl Specification / Hopma

1 |Description / Onucanme | Pink round flat-faced beveled-edge | Pink round flat-faced beveled-edge

tablets with impregnations and atablets with impregnations and a score-
score-line on one side and|line on one side and characteristic odor./
characteristic odor. /| Kpyrasie TUIOCKOLMIUHIPHYSCKUE
Kpyrible  miockoUuMMHAPUYEcKHe | TabaeTKH PO30BOTO uBerta c
TabneTkM  pO30BOrO  LBETa  C|BKpalUIEHUsIMH, ¢ GackoH M puckoH Ha
BKpArJieHusIMH, ¢ (packoil u pUCKOH |0OJHOH  CTOpOHE, ¢ XapaKTEPHbIM |
Ha OJIHOM CTOpOHE, C XapaKTEPHBIM | 3allaXOM.
3aMaxoMm.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IopJuHHOCTH . CoOTBETCTBYET 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  ynepKHMBaHHS ~ OCHOBHBIX
IIHKOB Ha XpoMaTorpamme
|MCIBITYEMOTO ~ pacTBopa  JOJDKHbI
COOTBETCTBOBATH BpeMEHaM
| yaepxuBaHus HUKOB Ha
XpOMAaTOrpaMMe pacTBOpa CTaHAapPTHBIX
obpaznos ubynpodeHna u napaueramosna
(pazgen «KonuuecteenHoe
OTIPENICIIEHUEN).
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: ITponyxr coorseTcTBYET TpeboBanusm HJL 3axmouenune: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Rattjeet ITpoBepeno: Vijay Thakur OpobpeHo: Menemxkep / PykoBoanrens
4;',:';:‘! Manoj Kumar a ' glll’f
Reprint Date: Reprint Date: Reprint Date:
Hara: 25.06.2024 Hara: 25.06.2024 Hara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indis
Tel. +G1 40 4900 2960, Fax: +91 40 4300 2999, Email: maii@drreddvs.com
CIN: 1.85195AP1954PLC0O04507
www.direcddvs.com



Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

Page2 of 6/ CTp. 2 U3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

(AbyxanH JOnnop®, TabseTkn gucneprupyemsie [1us aereii], 100 mr + 125 mr

Batch No / V2400970 Batch Quantity / 535.0 kg
Cepnsa Ne : Pazmep cepumu :

Analytical Report No / 040002559044 Date of Analysis / 25.06.2024
AHanuTHYecKH# oTyeT No : JlaTa aHau3a: T
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npon3BOACTBA : T'ogen mo :

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

Ne Test / Iloka3aTenn Results / PesyabTaThl

Specification / Hopma

3 | Average weight of tablets / ~ 365.5 mg/ 365.5 Mr

Cpennss Macca TabJ1eTOK 5
per Complies/CooTBeTCTBYET

|357.7 mg to 372.3 mg

(365.0 mg +2.0 %). /
Ot 357,7 Mr go 372,3 mMr
(365,0 Mr 2,0 %)

Not more than 3 min /
He 6onee 3 mun

4 IDisintegra_tion / 00 min 33 sec/ 00 muH 33 cek
Pacnapaemoctn
5 |Dissolution / PacTBopenne 100 % to 104 %

98 % to 102%

Not less than 70 % (Q) of Ci3Hiz02
(ibuprofen) after 30 min / He menee
70 % Q) CisHisO:
(u6ynpoden) uepes 30 MuH

Not less than 70 % (Q) of CsHoNO:
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO,
(napaneramon) yepes 30 MUH

6 Dispersibility / Complies / CooTBeTcTBYET

Uniform suspension passing through the

AucnepcHocTh

710 um sieve is formed / Obpa3syercd
| OMHOPOJIHAS CYCIEH3Us, MPOXOAdIIas
|yepe3 CHTO C pPa3MepoM OTBEPCTHUM
710 MxM

7 | Related substances / PoapcTBeHHbIe IpHMECH

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanue: I1poaykT cooTBeTcTBYeT TpeboBanuam HJI 3aknwuenne: OJIOBPEHO
Prepared by / (Rb)f Checked by / Approved by: Manager/Executive /
[Toarororneno: Ranjeet Hponeggﬂo: Vijay Thakur Onobpeno: Menemkep / PykoBogirenb
# % Manoj Kumar (
- g et
Reprint Date: Reprint Date: Reprint Date:
Hata: 25.06.2024 Hara: 25.06.2024 Jata: 25.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +51 40 4900 2900, Fax: +91 4C 4900 2999, Email: mai
CIN: 1.85195AP1984PLCO04507
www.drreddys.com

500034, Telangana, india
i@drreddys.com




Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND\{A
Tel : 491 98166 56001-02
www.drreddys.com

Page3of 6 /Ctp.3mu3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNo6ykann IOHHOp®, TabJeTKn Jucneprupyembie [ans gereii], 100 mr + 125 mr

Batch No / V2400970 Batch Quantity / 535.0 kg
Cepust No : Pa3mep cepun :

Analytical Repo\f‘t No/ 040002559044 Date of Analysis / 25.06.2024
AHANUTHYECKH I oT4yeT No : JaTa ananunza:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa NpoM3BOACTBA : T'onen 1o :

Analysis performed according ND / Ananus nposeaen mo HJI: IT N011252/02-150323

Ne Test / IToxazarennb

Results / PesyabTaTsl

Specification / Hopma

Method 1/ Merog 1
4-Aminophenol content /

4-aMuHOGEHOTA

OnpepeneHue coaepKaHus

0.0002%

Method 2 / Metog 2

unidentified impurities /
Onpenenenne

npumeceii ubynpodena u
napaueTamona

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meron 1 +
Mertoz 2)

Ibuprofen and Paracetamol

HEUJeHTU UL POBAHHBIX

0.08%

'maparieramona) - He 6ostee 0,005 %

_AITy_indmual unidentified impurity of |

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

4-amuHOGeHON (npumecs

ibuprofen or paracetamol - not more than
0.2%

EnuHnyYHas  HewJeHTHPULMPOBaHHAs
pUMeECh ubynpodena WJIH
napaueramosa - He 6onee 0,2 %

0.08%

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

& |Microbial limits* / MukpoGuooraueckas 4McTora*®

count / Ob1ee yucio
aspoOHBIX
MHUKPOOPTaHHU3MOB

a) Total aerobic microbial

NA

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

Remarks : The Product conforms to ND/
IIpameuanue: [pogykT cooTBETCTBYET TpeboBanusm HJL

Opinion : APPROVED
3akawuenune: OJJOBPEHO

Jara: 25.06.2024

Hara: 25.06.2024

Prepared by / (/@ Checked by / Approved by: Manager/Executive /
MMonrorosneno: Ranjeet IIpogepeno: Vijay Thakur Onobpeno: Menemxep / Pykosoaytenb

/_"i"i Manoj Kumar I i
Reprint Date: Reprint Date: Reprint Date:

Hara: 25.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLCO04AS0CT
www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laboratories [id.
Formulation Unit-6

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

Paged of 6/ CTp. 4u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun ¥Ounop®, TabneTku aucneprupyemsie [aus aereii], 100 mr + 125 mr

Batch No / V2400970 Batch Quantity / 535.0 kg
Cepus Ne @ Pa3mep cepuu :

Analytical Repo\f't No/ 040002559044 Date of Analysis / 25.06.2024
AHaanTHYeCKHIi 0T4yeT No : Jata apannsa:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BOACTBA : Tonen no :

Analysis performed according ND / Ananu3 nposeaen mo HJ/I: [T N011252/02-150323

Ne Test / Iloka3aTean

Results / PesynpTaTnl

Specification / Hopma

b) Total combined yeasts
and mould count / Obiee
YUCTIO JIPOXIKEBBIX U
TUIECHEBBIX rpHOOB

NA .

¢) E. coli

NA

Not more than 10 CFU/g /
He 6onee 102 KOE/r

| Shall be absent in 1 g/

OrcytcTBue B 1 1

The acceptance value (AV) should be not
than 150 / [Iloxka3zarens
npuemMneMocTH (AV) AomkeH ObITh HE

The acceptance value (AV) should be not
than 150 / [Iloxasarens
npuemsieMocTd (AV) gomkeH OBITH He

onpeaeeHue

121.9 mg/ 121.9 mMr

9 | Uniformity of dosage units / OaHOpOAHOCTL JO3UPOBAHHSA
Ibuprofen / H6ynpoden o 1.6
more
Oonee 15,0
Paracetamol / [Tapaueramon | 2.5
more
6oree 15,0
10 | Assay / KosnuecTBeHHOE 99.2mg/99.2 mMr

90.0mg to 110.0mg of CiHisO:
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 Mr C;3His02 (ubynpoden) B
TabneTke

1125mg to 137.5mg of CsHoNO;
(paracetamol) per tablet / Ot 112,5 mMr 110
137,5mMr CgHoNO, (mapaueramon) B

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT coorsercTByeT Tpebopanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

[Moarorosneno.Kanjeet

Checked by /
Ilporepeno: Vijay Thakur

C/F}/

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBozurens
Manoj Kumar '

Reprint Date:
Jlarta: 25.06.2024

Reprint Date:
Jara: 25.06.2024

Reprint Date:
Hata: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: .851935AP1984PLCD04507
wwwy drreddvs.com




Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

Page Sof 6/ CTp. 5u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NoyknuH IOnuop®, TabieTkn aAucneprupyemsie [nns aereii], 100 mr + 125 mr

Batch No / V2400970 Batch Quantity / 535.0 ke
Cepust Ne : Pa3mep cepuu :

Analytical Report No/ 040002559044 Date of Analysis / 25.06.2024
AHAaluTHYECKHiT 0TYeT Ne : JaTa ananu3za:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa mpou3BoacTBa : I'ogen go :

Analysis performed according ND / Ananus nposeaen nmo HJ: [1N011252/02-150323

Ne Test / lloxa3zaTeanb

Results / PesynbTaTnl

Specification / Hopma

TabrneTke

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / [To 10 tabnerox B 6naucrep
u3 [IBX/AL Ilo 2 6nucrepa BMecTe ¢
WHCTPYKLIUEH MO TPUMEHEHHUIO B
nayKy KapTOHHYIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / 1o 10 tabnetok B 6muctep U3
IMBX/AlL Ilo 1, 2 umu 20 OimcTepos
BMECTE C HHCTPYKIIHEH M0 MPUMEHEHHIO
B IIaYKy KAPTOHHYIO.

12 |Labeling / MapkupoBxa

According to ND. / B coorBerctBuu ¢ HJI.

13 | Storage conditions /
XpaHeHue

'In the original packaging (blister in carton) at temperature below 25 °C. /
B opurunanbHo# ynakoske (61UCTep B MauKe) NpU TEMIIEPATYPE HE BBILIE

125 °C.

14 | Shelf life / Cpok rognoctn

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. / HcnbiTaHHe NPOBOAUTCS TOJABKO JJIs1 KaxaoH 20-H cepHH HIH I OXHOH CepHH B
roj, B 3aBUCHMOCTH OT TOr0, YTO HACTYHT paHnee. IlokazaTesp MoXkeT OTCYTCTBOBATH B cepTH(HKaTe aHAAH3A.

Remarks : The Product conforms to ND/
IIpameganue: [Iponykr cootBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
Zaxmouenne: OJJOBPEHO

Harta: 25.06.2024

Hara: 25.06.2024

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

[ToaroroBneHo: Ranjeet [posepeno: Vijay Thakur Onobpeno: Menemxkep / Pykosogurens
3 Manoj Kumar - ; “,:l)
_~X {

Reprint Date: Reprint Date: Reprint Date: R

Hara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Zanjara Hills, Hyderabad - 500034, Telangana, Indis
Tet. +51 40 4900 2900, Fax: +91 40 4900 2929, Email: mali@drraddys.com

CIN: L85195AP1954PLCO04507
wwivy.drreddvs.com




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

Page 6 of 6/ CTp. 6 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann FOunop®, TabaeTku aucneprupyemsie [1as aereid], 100 mr + 125 mr

Batch No/ V2400970 Batch Quantity / 535.0 kg
Cepus No : Pa3mep cepuu :

Analytical Repo\f't No/ 040002559044 Date of Analysis / 25.06.2024
AHannTHYecKHii oTueT Ne : Jara aHayuza:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npoM3BO/CTBA : T'open no :

Analysis performed according ND / Ananus npoeeaen mo HJI: [T N011252/02-150323

API name (INN) /

Haumenosamue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapanietamon
API manufacturer batch number / PIBM230465 APAPE2023060685
Howmep cepuu npouszsoantens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTannMu FERAQ00051 FEQAO00345

npouspoautes I'JId:

API Manufactured by & country /
IIponzpoautens ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitencus Jlumuren, Maaus

Granules India Ltd., India /
I'panynec Unaus JIta., Uuaus

Remarks : The Product conforms to ND/

Ilpumeuanne: [Iponykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

IToprorosneHo: Ranjeet Hpoaeg‘eﬁo: Vijay Thakur Onobpeno: Menemxep / PykoBoanTens
C:"":T/ Manoj Kumar E ; llllij

Reprint Date: Reprint Date: Reprint Date:

JHata: 25.06.2024 Hara: 25.06.2024 Hata: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 4C 4300 2999, Email: maii@drreddys.com

CiIN: L.85195AP1984PLCO04507
www.drreddvs.com




