Dr.Reddy’s ":‘.

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
wynvdireddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Page1of 6/CTtp. 113 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykann FOunop®, Tabaerku aucneprupyemsie [nust aeveii], 100 mr + 125 mr

Batch No / V2401311 Batch Quantity / 547.5 kg
Cepusi Ne : Pa3zmep cepuu :

Analytical Repo:'t No/ 040002594539 Date of Analysis / 13.07.2024
AHAaJuTHYeCKHH oTUeT Ne : JarTa ananaunza:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npou3BOACTRBA : T'open g0 :

Analysis performed according ND / Ananu3 nposenen mo HJI: 11 N011252/02-150323

Ne Test / IloxazaTeas

‘ Results / PesyabTaTsl

Specification / Hopma

1 |Description / Onucanue iPink round flat-faced beveled-edge

tablets with impregnations and a

[score-line on one side and
| characteristic odor. /
I Kpyrnele  mnocKOUMIMHAPUYECKUE
ITa6IIeTKPI po30BOrO  IBETa €

BKparuUieHus My, ¢ dackoil H pUckoi
Ha OJIHOI CTOpOHE, ¢ XapaKTEPHBIM
3aMaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie [TOCKOIMIMHIPHYECKHE
TabneTku PO30BOTO BETa c
| BKkpamnenusamy, ¢ dackoi U puckoil Ha
OIHOH CTOpOHE, C  XapaKTepPHBbIM
[3amaxom.

2 |Identification /
IMoaauHHOCTDH

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  ymepKHMBaHUsA  OCHOBHBIX
MHKOB Ha XpoMaTorpaMme
|MCTILITYEMOTO ~ PacTBOpa  JOJIKHBI
COOTBETCTBOBATh BpeMeHaM
| YIepIKUBAHHS TTHKOB Ha
XpOMaTorpaMMe pacTBopa CTaHAAapTHBIX
‘o6pa3u013 ubynpodeHa n napareramona
| (paznen «Kon14ecTBeHHOE |
‘ onpeneseHue). |

Remarks : 'I'he Product conforms to ND/
ITpumeuanue: [TpoxykT cootBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
Zaxmaouenne: OJJOBPEHO

Hara: 13.07.2024

Hara: 13.07.2024

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

[ToaroToBneHo: R'llnakan{ IIposepero: Santosh Kumar Maurya | Ono6peno: Menemxep [Pykosogutens
M Y ﬁ‘v"; Pavan Kumar Sharma < w—2

Reprint Date: Reprint Date: Reprint Date:

Hara: 13.07.2024

¢ Moo 3, Banjara Hills, Hyderabad

20.8 il mio

- 530024, Telangana, india
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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

CEPTHOUKAT AHAJTU3A

Page2 of 6/ CTp. 213 6

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

NGyknaun FOunop®, Tabnerxu aucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / V2401311 Batch Quantity / 547.5 kg
Cepus Ne : Pasmep cepuu :

Analytical Report No / 040002594539 Date of Analysis / 13.07.2024
AHaanTHYECKUIT oTdeT Nt : Jara ananu3a: o
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npousBoJcTBA : T'open fo :

Analysis performed according ND / Ananu3 nposegen no HJI: [TN011252/02-150323

Ne | Tesl / IToxa3zaTennb

Results / Pe3yabTaTh!

Specification / Hopma

3 | Average weight of tablets /
Cpennsist Macca Tab1eTOK

365.4 mg/ 365.4 mMr

Complies/CooTBETCTBYET

357.7 mg to 372.3 mg
(365.0 mg £2.0 %). /
Ot 357,7 Mr 0 372,3 Mr
(365,0 Mr + 2,0 %)

4 | Disintegration /
PacnmagaemMocTn
|

00 min 27 sec/ 00 muH 27 cek

Not more than 3 min /
He 6onee 3 MuH

5 | Dissolution / PacTBopeHue

97 % to 100 %

96 % to 99 %

Not less than 70 % (Q) of Ci3HisO2
(ibuprofen) after 30 min / He menee
70 % Q Ci3Hi30:
(ubynpoden) uepes 30 MHH

|Not less than 70 % (Q) of CsHsNO,
|(paracetamol) after 30 min / He meHee
170 % Q) CsHoNO;
(napaueramon) uepes 30 MHH

6 | Dispersibility /
[ JlucniepcHOCTB

Complies / CooTBETCTBYET

Uniform suspension passing through the
710 pm sieve is formed / O6pa3syercs
OJHOPOJHAsT CYCHEH3Us, INpOXOoAsias
Yyepe3 CHTO C pPa3MepoOM OTBEPCTHH
710 MkM

7 |Related substances / PoapcTBeHHbIE IPUMECH

Remarks : The Product conforms

to ND/

ITpumeganue: [1poaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Prepared by /
[ToxrorosineHo: Ramakant

T

Checked by /
IMpoeepeno: Santosh Kumar Maurya

|
—

Approved by: Manager/Executive /

Onobpero: MeHemxep / PyxoBoanTeNb
Pavan Kumar Sharma < =

Reprint Date:
Hara: 13.07.2024

Hara: 13.07.2024

Reprint Date:

Reprint Date:
Hara: 13.07.2024

Hyderabad - 500024, Telangana, india
o0, Email: mall@drreddys com
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Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
Distt. Solan. H.P, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page3 of 6/ CTp. 313 6
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
(MAoyKauH IOHuop®, TabaeTkn Aucneprupyembie [nns gereii], 100 mr + 125 mr
Batch No / V2401311 Batch Quantity / 547.5 ke
Cepus No : Pa3mep cepud : )
Analytical Report No / 040002594539 Date of Analysis / 13.07.2024
AnaiuTHYecKHit oTdyet Ne : JlaTa aHa/M3a: T
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npou3BOACTEBA : I'open go :
Analysis performed according ND / Ananu3 nposeaen no HJI: I1N011252/02-150323

Ne Test / IloxazaTeianb

Results / PesyanTaTut

Specification / Hopma |

Method 1/ Meton 1
4-Aminophenol content /
Omnpegenenne coaep>kaHus
4-amuHOGeHoNa

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Ornpenenenune
HeUJeHTUPHUHPOBAHHBIX
npumeceit ubynpodeHna u
napaueramona
Total impurities (Method
1+Method 2) / Cymma
npumeceil (Meton 1 +
Mertogn 2)

- 0.0003%

0.10%

0.10%

4-aminophenol (paracetamol impurity) -
not more than 0.005 % ‘
4-amMyHOGEHON (npumecs |
napaueramona) - He 6onee 0,005 % '

Any individual unidentified impurity of |
ibuprofen or paracetamol - not more than |
0.2% |
Enuuuunas HenueHTH(bHquOBaHHaﬂ'
PUMECh udynpodena HJTH
naparieramonna - He 6onee 0,2 %

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

Microbial limits* / Mukpo6uoJornueckass 4ucrora*

a) Total aerobic microbial
count / Obiiee 4uCIO
aspobHBIX
MHKpPOOpPIaHU3MOB

NA

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

Remarks : The Product conforms to ND/

ITpnmeyanne: [TpoaykT cooTsercTByeT Tpebopanusam HJI

Opinion : APPROVED
3aknwuenue: OJJIOBPEHO

Prepared by /
[Hoarorosieno: Ramakant

il

Checked by /
posepeno: Santosh Kumar Maurya

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonuTens
Pavan Kumar Sharma

;_/i.ﬂv\_.---r

I B s

Reprint Date:
HaTa: 13.07.2024

Reprint Date:
Jara: 13.07.2024

=

Reprint Date:
Hata: 13.07.2024

£-7-337,

C L A OO
fol- +41 40 4500 2&

foad iNo, 3, B

iills, Hydorabad - 500024, Telangana, india

{1 mail@drraddys,com
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Dr. Reddy's Laboratories [td,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi.
Distt. Solan. A.R, 173 205, 1MDIA
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Paged4 of 6/ CTp. 4 13 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun FOuuop®, Tabaerxu aucneprupyemble [nas aereii], 100 mr + 125 mr

Batch No / V2401311 Batch Quantity / 547.5 kg
Cepus Ne : Pa3mep cepun :

Analytical Repo:‘t No/ 040002594539 Date of Analysis/ 13.07.2024
AHanuTudecknii oryer Ne : JaTa anaausa:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npon3BoacTBa : TI'open g0 :

Analysis performed according ND / Anann3 nposeaen mo HJ/: [T N011252/02-150323

l Ne Test / [Toxka3zaTean

Specification / Hopma

¢) E. coli

Results / Pe3yabTaThl
b) Total combined yeasts ~ NA Not more than 10° CFU/g /
and mould count / O61ee He 6onee 10> KOE/r
YHUCJIO APOXKIKEBBIX H |
TUIECHEBBIX TPUOOB [
NA N Shall be absentin 1 g/

OrcytctBUEe B I T

9 | Uniformity of dosage units / OmHOpPOAHOCTH JO3MPOBAHUSA

 Ibuprofen / U6ympoden

Paracetamol / [Tapaneramon

10 | Assay/ KosuyecTBeHHOE
onpexesieHHe

1.2 The acceptance value (AV) should be not
more than 150 / [Iloka3atens
npuemieMoctd (AV) nomKkeH ObITh HeE

| Ooinee 15,0
1.2 | The acceptance value (AV) should be not

more than 15.0 / Tlokazatens
npuemyeMocTH (AV) nomkeH ObITE HE
boinee 15,0

100.3 mg / 100.3 mMr

123.5 mg/ 123.5 mr

90.0mg to 110.0mg of C;:Hi30;
(ibuprofen) per tablet / Ot 90,0 mr no
110,0 mr Ci3His02 (ubynpoden) B
Tabnerke

112.5mg to 137.5mg of CsHoNO:
(paracetamol) per tablet / Ot 112,5 mMr 1o

137,5 mr CgHoNO, (mapaueramon) B

Remarks : The Product conforms to ND/

IIpumeuanne: [Tponykt coorBeTcTBYeT TpeboBanusM HJI

Opinion : APPROVED
3axmwoyenne: OJOBPEHO

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

IMoxroroeneno: Ramakant IIposepeno: Santosh Kumar Maurya | Ono6peno: Meremkep / PykoRoguTeNb
_ U - Pavan Kumar Sharma ;j;";—/{’/'-

Reprint Date: T Reprint Date: Reprint Date:

IlaTta: 13.07.2024 JHara: 13.07.2024 JHarta: 13.07.2024

iz, Hyderatad - 500024, Telangana, india

wein drreddys.cam

Eriail: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

Page 50f 6/ CTp. S5u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y kman IOnnop®, Tabnerxku gucneprupyemsie [nis gereii], 100 mr + 125 mr

Batch No / V2401311 Batch Quantity / 547.5 kg
Cephs Nov : Pa3mep cepun :
Analytical Report No/ 040002594539 Date of Analysis / 13.07.2024
Anaxyrnyeckuii oryer No : JlaTa aHanu3a:
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npoH3BOACTBA & T'open fo :
Analysis performed according ND / Ananns nposeaen no HJI: 1 N011252/02-150323
Ne Test / IlokazaTean Results / Pe3yJLTaTBI Specification / Hopma
' TabneTke o
| I
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20
| and patient information leaflet in a|blisters and patient information leaflet in

carton. / ITo 10 Tabnerok B 6auctep
u3 [IBX/ALl. Ilo 2 6auctepa BMecTe ¢
|HHCTpYKLMEH 10 MpPUMEHEHHIO B

a carton. / [To 10 tabneTok B 6iHcTep U3
IIBX/AlL Ilo 1, 2 wm 20 6aucrepos
BMECTe C UHCTPYKLKEH 10 TPUMEHEHUIO

nayKy KapTOHHYIO. B A4KY KapTOHHYIO.
| .
12 |Labeling / Mapknpoeka | According to ND. / B coorsercteuu ¢ HII.
13 |Storage conditions / 'In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opurvHanbHoll ynakoBke (Onuctep B Na4dKe) P TEMIIEPATYPE HE BhILIE
|25 °C.
14 | Shelf life / Cpox roanocta |5 years /S 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. / McnbITaHHe MPOBOJUTCS TOJIBKO NI KaxkaoH 20-i cepuH KU 1JIsi OHON CepHH B
roj, B 3aBHCHMOCTH OT TOI'0, YTO HACTYnHT paHee. [lokasaTeslb MOXKET OTCYTCTBOBATh B CepTUQHUKATE aHAIU3A.

Remarks : The P'roduct conforms to ND/ Opinion : APPROVED
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJL 3axawyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneno: Ramakant ITposepeno: Santosh Kymar Maurya | Oaobpeno: Menemkep / PykoBoanTtens
r 1}4/ : Pavan Kumar Sharma e o=

Al e =
Reprint Date: \ Reprint Date: Reprint Date:
Jata: 13.07.2024 Hara: 13.07.2024 Jata: 13.07.2024

Registered Cifice: 3-2-337, Rond No. 3, Banjara Hills, Hyderahad - 500024, Telangana, india
ok #0130 4200 2800, Fax: #9140 4900 2998, Email: mail@drreddys.com
CIN: L353954P1984PLCO04G07

wanvdrreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd
Forimulation Unit-6

Vil Khol, Malagarh Road, Baddi.
Distt. Sofan, H.P, 173 205, iNDIA
Tel : 491 98166 56001-02

V| S [P (e
WAL DT C‘vd','b.horli

Page 6 of 6/ CTp. 6 13 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HOoyKIuH FOunop®, Tabaerku gucneprupyembie [nas aereii], 100 mr + 125 mr

Batch No / V2401311 Batch Quantity / 547.5 kg
Cepus Ne : Pa3mep cepun :

Analytical Repourt No/ 040002594539 Date of Analysis / 13.07.2024
AHATUTHYecKHA oTyeT Neo : JlaTa ananusa:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npou3BoOACTEA : T'ogeH 1o :

Analysis performed according ND / Anaau3 npoeeaen no HJ/: [T N011252/02-150323

API name (INN) /

Hauvenosanue A®C (MHH): Ibuprofen / UOynpoden Paracetamol / [1apaueramon
API manufacturer batch number / PIBM240041 APAPE2024030206
Homep cepun npoussogurens ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIIuH FERAQ0229 FERA00220

npouspoaures I'JId:

API Manufactured by & country/
IIponzpogurens ADC, ctpana:

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

Granules India Ltd., India /
I'panynec Unaus Jta., Muaus

Remarks : The Product conforms to ND/

IIpumeuanue: IIpogykT coorseTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
IToarororneno: Ramakant

Checked by /
IMposepeno: Santosh Kumar Maurya
P

@ e

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens

Pavan Kumar Sharma <>
=

Kol
Reprint Date: 1

JaTta: 13.07.2024

Reprint Date:

Reprint Date:
Hata: 13.07.2024

JHara: 13.07.2024

- 500024, Telangann, india

l@drraddys,com




