Dr.Reddy’s Q,’:‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Page 1 0of 6/CTp. 11436

Product : Ibuclin Junlor, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOunop®, Tabaerxu zmcnepmpyeMble [nnst mereii], 100 mr + 125 Mr

Batch No / V2400637 Batch Quantity / 542.0 kg
Cepusi Ne : Pazmep cepuu :

Analytical Report No/ 040002501399 Date of Analysis / 26.04.2024
AHaIATHYECKHIf oTaeT No : JlaTa apajaunsza:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BoACTBA : T'ogen mo :

Analysis performed according ND / Ananu3 nposeaen nmo HJI: [IN011252/02-150323

——

| Neo Test / [Tokazarenn

1 "Description / Onucanue

2 |Identification /
| IlogIHHHOCTDH

Results / PesyabTaTsl

i Specification / Hopma

score-line on one side
characteristic odor.
Kpyrnsie

TabNeTKH  pO30BOrO

3alaxoMm.

Pink round flat-faced beveled-edge;Pink round flat-faced beveled-edge
tablets with impregnations and a|tablets with impregnations and a score-
and | line on one side and characteristic odor./

/| Kpyrisie
IUIOCKOLIMITMHAPHYECKYE | TabneTku
[BeTa  C|BKpamieHHsMH, ¢ dackoil U pUcKol Ha
BKparieHusIMH, ¢ Gackoll W pUCKOH | oqHOH

Ha OJIHOM CTOpOHE, C XapaKTEPHBIM | 3aI1aXOM.

MIOCKOUUIHHOPHUYIECKHE
PO30BOIO oBECTa C

CTOpOHe, C  XapaKTepHBIM

Complies as prescribed/
CoOoTBETCTBYET

| OTIpEJIEICHUE»).
|

| 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  yIepKHBaHHUS  OCHOBHBIX
IHKOB Ha XpoMaTorpaMmme
HCIILITYEMOTO  pacTBOpa  JIOJDKHBI |
COOTBETCTRBOBATh BpeEMEHaM
yIepXHBaHUA MTHKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o6pasiio ubynpodeHa 1 napaneramona
(pazzen «KomnuecTBeHHOE

Remarks : The Product conforms to ND/
IMpumeuanne: [IponykT cooTBeTCTBYET TpeboBanusM HJI

Opinion : APPROVED
Zakaroyenue: OTOBPEHO

Jata: 26.04.2024

JHata: 26.04.2024

Prepared by / Checked by / Approved by: Managey/Executive /
Hoaroroeneno: Ranjeet ITposepeno: Santosh Kumar Maurya | Onobpeno: Menemxeff/ PykopoauTens

( g ’@‘}; Abhishek Chauhan 70
Reprint Date: Reprint Date: Reprint Date:

Jara: 26.04.2024

Registered Office: 8-

2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganaz, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

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

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Page2of 6/CTp. 213 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yxaun FOunop®, Tabaerkn aucneprupyemble s aereii], 100 mr + 125 mr

Batch No / V2400637 Batch Quantity / 542.0 ke
Cepust Ne : Pasmep cepus :

Analytical Repo‘}“t No/ 040002501399 Date of Analysis / 26.04.2024
AHanuTH4eckuii oTyeT No : Jata aHayin3a:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa NpoN3BOACTRA @ Tonen go :

Analysis performed according ND / Ananus npoeegen mo HJI: IT1 N011252/02-150323

| Ne Test / IlokazaTenb Results / PesyabTaTsl Specification / Hopma —‘
3 | Average weight of tablets / 364.5 mg/ 364.5 mr 357.7 mg to 372.3 mg -
| Cpennsst macca Ta0JIETOK . (365.0 mg +2.0 %). /
Complies/CooTBETCTBYET Ot 357,7 Mr 1o 372,3 Mr
(365,0 Mr = 2,0 %)
4 | Disintegration / 00 min 29 sec / 00 muH 29 cexk | Not more than 3 min /
Pacnmagaemoctnb He 6onee 3 Mun
5 |Dissolution / PacTtBopeHnue ' 100 % to 102 % Not less than 70 % (Q) of Cy3HigO2
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi50,
(ubynpoden) uepez 30 MuH
98 % to 100% |Not less than 70 % (Q) of CsHsNO,
(paracetamol) after 30 min / He meHee
170 % Q CsHsNO,
(mapaueramon) uepes 30 MuH
6 |Dispersibility / o Complies / CootBetctByeT | Uniform suspension passing through the
JAucnepcHocTh 710 um sieve is formed / O6pazyetcs
OMHOPOJHAS CYCIEH3Us, NPOXOAsIas
yepes CUTO C pPa3MEPOM OTBEPCTHH
710 MM
7 |Related substances / PoncTBeHHbIE IpHMeCH

Remarks : The Product conforms to ND/

Ilpumevanue: [IpogykT coorBeTcTBYeT TpeboBanuam HJ

Opinion : APPROVED
3akawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managef/Executive /

TTonroToRnenoRanjeet TMporepera: Santosh KumarMaurya | Ono6peno: MerekeD / PygboanTens
L/ . Abhishek Chauhan

Reprint Date: Reprint Date: ] Reprint Date:

Jara: 26.04.2024

Jara: 26.04.2024

Jlara: 26.04.2024

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

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
U6ykaun FOnnop®, Tabaerku aucneprapyemsie [nis aereii], 100 mr + 125 mr

Batch No /

Batch Quantity /

Ok
Cepus Ne : V20068 Pa3mep cepuu : 420 kg
Analytical Repovrt No/ 040002501399 Date of Analysis / 26.04.2024
AHaJuTHYECKHi oTyeT Ne ; JlaTa anaJyim3a:
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npousBoacTBA : I'ogeH 1o :

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

Neo Test / Iloka3zaTein

Results / PeaynnTaThi

Method 1 / Meton 1
4-Aminophenol content /
Omnpenenenue conepxaHus
4-amuHOdeHONa

Method 2 / Metop 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpegenenue
HEeUACHTUHLHPOBAHHBIX
npumeceii nbynpodena u
napaueTamona

0.001%

Specification / Hopma

| 4-aminophenol (paracetamol impurity) -

not more than 0.005 %
4-amuHOGeHON (mpumecs
napareramosa) - He 6onee 0,005 % '

0.09%

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Metoa 1 +
Merton 2)

0.09%

|

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

EnunnuHas  HeuzeHTHOUUMPOBaHHAS
pUMeECh ubynpodena HITH
naparneramona - He 6onee 0,2 %

Not more than 0.7 % / He Gonee 0,7 %

Microbial limits* / Mukpo0uosiornueckast Yucrora*

a) Total aerobic microbial
count / O61iee YKciIo
a3pOOHBIX
MHKPOOPTaHU3MOB

NA

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykt coorBeTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by /
[oaroroeneHo: Ranjeet

Checked by /
IIposepeno: Santosh Kumar Maurya

&

=

Abhishek Chauhan

— -

Approved by: Managey/Executive /
Onobpeno: Menemkgp / nyaomnenb

Reprint Date:
Hara: 26.04.2024

Reprint Date:

JHara: 26.04.2024

Reprint Date:
Hara: 26.04.2024

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

CIN: L85195AP1984PLCD04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT 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

Page4 of 6/ CTp. 4 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun IOunop®, Ta6neTkn aucneprupyemsie [nas aereii], 100 mr + 125 mr

Batch No / V2400637 Batch Quantity / 542.0 kg
Cepus No : Pa3zmep cepun :

Analytical Repourt No/ 040002501399 Date of Analysis / 26.04.2024
AHaauTHYecKHiH oTuyeT Ne : JaTta ananusa:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JaTa npou3BOACTBA : T'onen no :

Analysis performed according ND / Ananun3s nposeaex mo HJI: [1 N011252/02-150323

Ne

Test / Iloka3aTenan Results / PesyabTaThi Specification / Hopma
b) Total combined yeasts NA R Not more than 10° CFU/g /
and mould count / O6wee He 6onee 10> KOE/r
YHCIIO JPOMOKEBBIX U
TIECHEBBIX rpUbOB
¢) E. coli NA Shall be absentin 1 g/
OtrcyrcTtBUe B 1 T

9 | Uniformity of dosage units / OQqHopoaHOCTE JO3HPOBAHHS

Tbuprofen / U6ynpoden

Paracetamol / [Tapaneramon

0.9

0.9

10 |Assay/ Ko/indecTBeHHOE

onpeae/ienue

100.2 mg/ 100.2 mr

124.0 mg/ 124.0 mr

90.0mg to

The acceptance value (AV) should be not
more than 15.0 / Ilokasarens
npuemiieMoctd (AV) nomxeH OBITH He
6onee 15,0

| The acceptance value (AV) should be not

more than 15.0 / Ilokasarens
npuemiiemoctd (AV) AomxeH ObITh He
Ooiee 15,0

110.0mg of Ci3HisO;
(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr C;3Hi1302 (ubynpoden) B
tabneTke

1125 mg to 137.5mg of CsHyNO:
(paracetamol) per tablet / Ot 112,5 Mr no
137,5mMr CgHoNO, (mapaueramon) B

Remarks : The Product conforms

IIpumeuanue: IlponykT coorBeTcTByeT TpeboBanuam HJI

to ND/

Opinion : APPROVED
3akatouenne: OJOBPEHO

Prepared by / Checked by / Approved by: ManagerfExecutive /

TTosrorornena=Ranjeet TTporepeno: Santosh Kumar Maurya | Onobpeno: Menemkeff/ Pykogoaurens
( K Abhishek Chauhan,/

Reprint Date:vl Reprint Date: Reprint Date:

Jlara: 26.04.2024 Jara: 26.04.2024 JaTa: 26.04.2024

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:

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

Vill. Khol, Nafagarh Road, Baddi,
Distt. Selan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

PageSof 6 /Ctp. 5u3 6

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

H6yknun IOunop®, TabaeTkn aucneprapyemeie [ans ereii], 100 mr + 125 mr

Batch No / V2400637 Batch Quantity / 542.0 ke
Cepust Ne : Pa3zmep cepun :

Analytical Report No / 040002501399 Date of Analysis / 26.04.2024
ApaJuTudeckHii orger Ne : JlaTa aHaJIM3a: T
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npoMs3BOJCTBA @ T'ogen go :

Analysis performed according ND / Anayn3 npoeeaed mo HJ/I: IT N011252/02-150323

T

| Ne Test / Iloka3zaTean Results / Pe3yabraThl _ Specification / Hopma |
' tabneTke . |
11 |Package / YnakoBka 10 tablets in PVC/AI blister. 2 blisters | 10 tablets in PVC/AI blister. 1,2 0r 20

and patient information leaflet in a
carton. / Ilo 10 tabnerox B 6muctep
u3 [IBX/AL Ilo 2 6nuctepa BMecTe ¢
HHCTPYKIUEH MO NpPUMEHEHHIO B
NayKy KapTOHHYIO.

blisters and patient information leaflet in
a carton. / ITo 10 tabnertok B 6ucrep U3
IMBX/AlL Ilo 1, 2 unu 20 6aucrepos
BMECTe C UHCTPYKIUEH Mo MPUMEHEHUIO
B NMa4YKy KapTOHHYIO.

12 |Labeling / MapkupoBka According to ND. / B cootercTBuu ¢ H/I.
13 Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHHe B opuruHanesHoii ynakoBke (6iucTep B ayke) Mpu TeMIepaType HE BhILLE
25 °C.
14 |Shelflife / Cpoxk roasoctu |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. / UcnbITaHHe MPOBOAUTCH TOJBKO AJIs KakAo 20-i cepuu WM JJisl OQHOI cepHH B
rofi, B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHT paHee. Iloka3aTe/ib MOKeT 0TCYTCTBOBATH B cepTHHUKATE aHAIN3A.

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr coorBeTcTByeT TpeboBanusiM HJL

Opinion : APPROVED
3axmodyenue: OJJOBPEHO

Prepared by /
TTogrotosneno: Ranjeet

(-

Checked by /
ITpoepeno: Santosh Ku?ei Maurya
( Y

Approved by: Managey/Executive /
Onobpeno: Menemkep / Pykgeointens
Abhishek Chauhan / f

Reprint Date:
Jara: 26.04.2024

Reprint Date:
Harta: 26.04.2024

Reprint Date:
Hara: 26.04.2024

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

CIN: L35195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

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

U6yxann FOnnop®, Tabaerkn aucneprupyemele [nas gereii], 100 mr + 125 mr

Batch No / V2400637 Batch Quantity / 542.0 kg
Cepust No : Pasmep cepuH :

Analytical Repo:‘t No/ 040002501399 Date of Analysis / 26.04.2024
AHaJiuTHYeCKHI oTuer No : JlaTa aHaJIH3a:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3sBoacTsa : T'open g0 :

Analysis performed according ND / Ananns nposegen mo HJI: IT N011252/02-150323

_npoussoautens I'JIdD:

API name (INN) /

Haumerosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaiietamon
API manufacturer batch number / PIBM230459 APAPE2023060685
Homep cepun npon3Boaurtes ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTanumn FEQA00659 FEQAO00345

API Manufactured by & country /
Ilponssoaurennr A®C, cTpauna:

Solara Active Pharma Sciences

Limited, India / Conapa DxTus
®apma Caitercus Jlumuren, Haaus

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

Remarks : The Product conforms to ND/

IIpumeuanume: ITponykT coorsercrayeT Tpebopanuam HJT

Opinion : APPROVE
3axmouenne: OJJOBFEHO

Prepared by / Checked by / Approved by: Managy t/Executive /

IToarorosneno: Ranjeet [Tposepeno: Santosh Kumar Maurya | Ono6peHo: Menenxgp / PykgBonnrens
)% (‘k Abhishek Chauh:-m{ -

Reprint Date: Reprint Date: Reprint Date:

Hara: 26.04.2024 Hara: 26.04.2024 Jara: 26.04.2024

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: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




