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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 1 of 6/Ctp. 1u3 6

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

M6y xaun FOnnop®, Tabaerkn aucneprupyemsie [nis gereii], 100 mr + 125 mr

Batch No / V2400628 Batch Quantity / 538.5 kg
Cepus Ne : Pasmep cepum :

Analytical Repo:‘t No/ 040002502852 Date of Analysis / 26.04.2024
AnaaurHueckuii oruer No : JlaTa anannza:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BoACTBA : I'onen no :

Analysis performed according ND / Ananus mpoeegen mo HJI: TI N011252/02-150323

Test / Iloka3zaTenb

Ne

Results / PesyabTaThl

1 |Description / Onucanune

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

score-line on one side and
characteristic odor. /
Kpyrnble  mIOCKOUMIMHAPHYECKHE
TabNEeTKH  pO30BOrO  IBETa  C

BKpanjeHusaMH, ¢ ¢ackoil U pHCKOi
Ha OJHOW CTOPOHE, C XapaKTepHLIM
3anaxom.

Identification /
IloaIHHHOCTH

Complies as prescribed/
CoOTBETCTBYET

Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnbie IUTOCKOLMITMHAPHYECKHE
TabNeTKH PO30BOrO nBera c
BKparuieHusaMH, ¢ dackoil U prckoii Ha
OOHOH CTOPOHE, C  XapaKTepHBHIM

[ 3amaxom.

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  ymepXKHBaHHS  OCHOBHBIX
MHKOB Ha XpoMaTorpamme
UCIBITYEMOTO  PacTBOpa  JIODKHBI
COOTBETCTBOBATH BpEMeHaM
yIEpKUBaHUS MTHKOB Ha
XpoMarorpaMMe pacTBopa CTaHAapTHBIX
obpasuoB ubynpodeHna u napaueramona
(pazmen «KonuyecTBeHHOE
OIpEACIICHUEY).

Remarks : The Product conforms

to ND/

IIpumeuanue: [Iponykt coorBercTByeT Tpeboranusm HI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managey'Executive /

IMoxrorosnexo: Ranjeet IIpoeepeno: Santosh Kumar Maurya | Ongobpeno: Menemxkef) / PykoBoauTesnb
| Q- Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date: 4

Jara: 26.04.2024 Hara: 26.04.2024 Hata: 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 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxmun FOnuop®, Taéierku aucneprupyembie [as gereii], 100 mr + 125 mr
Batch No / V2400628 Batch Quantity / 538.5 kg
Cepust Ne : Pasmep cepun :
Analytical Report No / 040002502852 Date of Analysis / 26.04.2024
AHaJUTHYECKHI oTUeT No : JlaTa anannza:
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BOACTBA : TI'onen no :
Analysis performed according ND / Ananuz nposeaen o H/: I1 N011252/02-150323
No Test / TlokazaTens Results / PesynbTaThl Specification / Hopma

3 |Average weight of tablets /
Cpennsas macca Ta0/1eTOK

4 |Disintegration /
PacniagaemMocThb

365.1 mg/ 365.1 mr

Complies/CooTBETCTBYET

3577 mgto 372.3 mg
(365.0 mg +2.0 %). /
Ot 357,7 mr o 372,3 mr
(365,0 Mmr + 2,0 %)

"~ 00 min 21 sec/ 00 mun 21 cek

Not more than 3 min /
He 6onee 3 MuH

5 |Dissolution / i’aCTBopemle

100 % to 102 %

98 % to 101%

Not less than 70 % (Q) of CiHizsOq
(ibuprofen) after 30 min / He wmenee
70 % Q) Ci3Hi302
(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of CsHoNO;
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO,
I(napal.leTaMon) yepes 30 MuH |

6 |Dispersibility /
JAucnepcHocTs

Complies / CooTBETCTBYET

[ Uniform suspension passing through the
[710 um sieve is formed / Ob6pazyercs
OJTHOPOJIHAsL CYCIIEH3Ms, NPOXOAsIIas
Yyepes CHTO C pasMepoM OTBEPCTHH
! 710 MM

7 |Related substances / PoncTBeHHbIe IpHMecH

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akmnouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Managey/Executive /

IMoaroroeneHo: Ranjeet IMposepeno: Santosh Kumar Maurya | Onobpeno: Menekegp / Pykosofiurens
&} Q\f{— Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Jata: 26.04.2024 Jarta: 26.04.2024 Jlarta: 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
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NGy kaun FOunop®, Tabaerku ancneprupyemsie [1s aereii], 100 mr + 125 mr

Batch No /

|
V2400628

Batch Quantity /

Cepus Ne : Pa3mep cepuH : >38.5ke
Analytical Repourt No/ 040002502852 Date of Analysis / 26.04.2024
AHanuTHyecKHii oTuer Ne : JlaTa ananusa:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa mpoM3BOACTBA : Topen go :

Analysis performed according ND / Anann3s nposeaen no H: I1 N011252/02-150323

Ne ‘ Test / IlokazaTenanb

Results / Pe3yabTaTsl

Specification / Hopma

" |Method 1/ Meton 1
4-Aminophenol content /

4-amuHOdeHoNa

Onpenenenne coaepxaHus

0.001%

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

4-amMuHOGbEHON (npumech
napaieramorna) - He 6osee 0,005 %

Method 2 / Metox 2

unidentified impurities /
Onpenenenue

rnapangeramoJia

Ibuprofen and Paracetamol

HeNIeHTH(PHLIUPOBAHHBIX
npumeceii nbynpodena u

0.10%

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

EnuHuyHas  HewJAeHTHQUUMpOBaHHAs
IPUMECh nbynpodena HIH
napaieramora - He 6onee 0,2 %

Total impurities (Method
1+Method 2) / Cymma
mpumeceit (Meton 1 +
Merton 2)

count / Ob1iee YucIo
' adpOOHBIX
| MUKPOOPTaHU3MOB

8 |Microbial limits* / MukpoOHoJ0rH4ecKas Y4ucToTa*
a) Total aerobic microbial

0.10%

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

NA

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

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykt cooTBeTcTBYET TpeboBanHsm HJI

Opinion : APPROVED
3axmawuenne: OJJOBPEHO

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

Tloaroroeneno:-Ranjeet Iposepeno: Santosh Kumar Maurya | Ono6peno: Menemxkey// PykoBouuTens
L %—' Abhishek Chauhan ( ' 7

Reprint Date: Reprint Date: Reprint Date: "

JaTa: 26.04.2024 Jara: 26.04.2024 Jlata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tei. +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: L85135AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIU3A
Page4 of 6/ CTp. 413 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun FOuunop®, Tabaerkn gucneprupyembie [as aereii], 100 mr + 125 mr
Batch No / V2400628 Batch Quantity / 538.5 kg
Cepus No : PasMmep cepun : '
Analytical Report No / 040002502852 Date of Analysis / 26.04.2024
Anajntvyeckuii oruer Ne : JlaTa anaJjmusa: T
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BOACTBA : Tl'onen no :

Analysis performed according ND / Anann3 nposeaen nmo H/I: [1N011252/02-150323

Test / IlokazaTenn

Results / PesyabTaThl

|b) Total combined yeasts
and mould count / Ob1ee
YHCIIO APONOKEBBIX U
[1eCHEBBIX TpHOOB

NA

Specification / Hopma

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

¢) E. coli

9 | Uniformity of desage units / OgHOpoAHOCTH JO3HPOBAHHA

NA

Shall be absentin 1 g/
OtcytctBHE B 1 T

Ibuprofen / U6ynpoden

Paracetamol / Iapaneramon

10 |Assay/ KosnuecTrBeHHOE

onpeaejicHue

0.9 | The acceptance value (AV) should be not
more than 15.0 / Tloxasarens |
npuemaeMoctd (AV) NOmKeH GbITh He |
oonee 15,0

0.9 The acceptance value (AV) should be not
more than 150 / Ilokasatens
npueMneMocTd (AV) nomxkeH ObITH HE
6onee 15,0

99.6 mg/ 99.6 Mr 90.0mg to 110.0mg of Ci;3His02

123.8 mg/ 123.8 Mmr

(ibuprofen) per tablet / Ot 90,0 Mr o
110,0 mr Ci3H1302 (ubynpodern) B
TabneTke

112.5mg to 137.5mg of CgHoNO:
(paracetamol) per tablet / Ot 112,5 mMr 10
137,5 Mr CgHoNO, (napaneramon) B

Remarks : The Product conforms to ND/
Ilpumeuanne: IlpoaykT cootBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmoyenne: OJIOGPEHO

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

[loxarotoBneno: Ranjeet ITIposepeno: Santosh Kumar Maurya | Onobpeno: Menepkep/ Pykogbantens
L) 44 Abhishek Chauhan .

Reprint Date: Reprint Date: Reprint Date:

Iata: 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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOnnop®, Tabaerku aucneprupyemsie [as gereii], 100 mr + 125 mr

and patient information leaflet in a
carton. / ITo 10 Tabnetox B bnucrtep
u3 [IBX/AL Ilo 2 6amctepa BMecTe €
HHCTPYKUMe#t MO NpPUMEHEHHIO B

nayKy KapTOHHYIO.

Batch No / V2400628 Batch Quantity / 538.5 kg
Cepust Ne : Pa3smep cepumu :
Analytical Report No / 040002502852 Date of Analysis / 26.04.2024
AvaguTnyeckuii oTyer Ne : JlaTa anannza: T
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BOACTBA : I'onen g0 :
Analysis performed according ND / Anasnu3 nposegen nmo HJ: 11 N011252/02-150323
Ne Test / IlokazaTesn Results / PeaynsTaThl Specification / Hopma
TabyeTke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20

blisters and patient information leaflet in
a carton. / [1o 10 Tabnetok B 61mctep 13
I[IBX/Al Tlo 1, 2 unu 20 6auctepos
BMeCTe C MHCTPYKIHUEH 10 TPUMEHEHHUIO
B NMa4Ky KapTOHHYIO.

12 |Labeling / MapkupoBKka According to ND. / B cootercTBuu ¢ H/I.
13 Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaneHue B opuruHanbHO# ynakoBKe (6ucTep B Ia4Ke) IpY TEMIEPAType He BhIILe
|| 25 °C.
]" 14| Shelf life / Cpox roanoct |5 years /5 niet

* 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 NPOBOAMTCS TOJIbLKO A5l Kaxmaok 20-if cepuu MM IS OXHOI cepHH B
rof, B 3aBUCHMOCTH OT TOI0, YTO HACTYNHT paHee. [loka3aTesib MOKeT OTCYTCTBOBAThL B CePTHGHKATE aHAJIN3A.

Remarks : The Product conforms to ND/
IIpumeuanue: [TponykT coorBeTcTByeT TpeboBanuaM HJI

Opinion : APPROVED
Zakawuenne: OJJOBFEHO

Prepared by / Checked by / Approved by: Managef/Executive /
IToarorosneno: Ranjeet Iposepeno: Santosh Jgumar Maurya | Ono6peno: Menemkep / PyyoBoantens
@ ? (g:’—’ Abhishek Chauhan 7
S
Reprint Date: Reprint Date: Reprint Date:
Jara: 26.04.2024 Hata: 26.04.2024 Jata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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

Page 6 of 6 / CTp. 6 u3 6

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

N6y kaun ¥Ounop®, Tabnerkn aucneprupyembie [ans aeteii], 100 mr + 125 mr

Ly
Batch No / V2400628 Batch Quantity / 538.5 kg
Cephst No : Pa3mep cepun :
Analytical Repovrt No/ 040002502852 Date of Analysis / 26.04.2024
AHa/mTHYecKHi oTUeT Ne ¢ Jata anajuza:
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
Jara npon3soacTsa : T'open mo :

Analysis performed according ND / Ananns nposeaen mo HJ: 11 N011252/02-150323

API name (INN) /

Haumenosanue AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapauietamon
API manufacturer batch number / PIBM230459 APAPE2023060685
Homep cepuu npoussoautens ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIumn FEQA00659 FEQAO00345

npoussoauTens I'JIdD:

API Manufactured by & country /
IIpousBoaurenn APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren, Muaus

Granules India Ltd., India /
I'panynec Ungus JItn., UHous

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusam HJ|

Opinion : APPROVED
3akawuenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroronneng:Ranjeet [Tpopepeno: Santosh Kumar Maurya | Onobpeno: Menemicep// PyropganTens
@ Cfi Abhishek Chauhan ; Z
s
Reprint Date: Reprint Date: Reprint Date:
Jara: 26.04.2024 Hara: 26.04.2024 Hara: 26.04.2024
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