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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page 1 of6/CTtp. 1u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y XiuH IOunop®, Tabnerkn aucneprupyemole [as aereii], 100 mr + 125 mr

BatchNo/ Batch Quantity / 1500000.0 tab /
Cepma Ne : V2500247 Pa3zmep cepuu : 1500000.0 tab
Analytical Report No/ 040002811569 Date of Analysis / 22.02.2025
AHaJiuTHYecKHii 0TyeT Ne : Jara anaynsa:

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JlaTa Ipou3BOACTBA : I'onen 1o :

Analysis performed according ND / Ananu3s nposegen mo HJL: JIIT-Ne(004427)-(PI'-RU)-260124

_ Ne Test / Tloxaszarennb

‘ Results / PesyabTaThl

Specification / Hopma

1 'D_escription / Onucanue

Identification /
IHognuHaHOCTD

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrible MioCKOLUMIHMHAPUYECKHE
[TabneTknm  po3oBOoro  mBETa C
BKparjieHHusAMU, ¢ ackoii U pUCKOii
Ha ONHOH CTOPOHE, C XapaKTepHBIM
3anaxoM.

Complies as prescribed/
CooTBeTcTBYET

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrusie
TIOCKOIHIMHAPHYECKHE TabneTku
PO30BOro 11BETA ¢ BKPAIJICHHsIMH, € (acKoii
M pHCKOH Ha OOHOH  cTOopoHe, |
XapaKTepHLIM 3aMaXxOM.

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). / BpemeHna
|ymepkMBaHUs  OCHOBHBIX NHKOB  Ha
XpOMaTorpaMMe HCIBITYEMOI0 pacTBopa
JODKHBL  COOTBETCTBOBATH  BpEMeHaM
yIAepXKUBaHWsA I[IMKOB Ha XpoMaTorpaMme
pacTBopa CTaHAAPTHBIX o6pa3nos
noynpodeHa W mnapauneramona (pasaen
«KonuyecTBEHHOE onpeleNieHUe).

Remarks: The Product conforms to ND/
Ipumeuanne: [Tponykt coorBetcTByeT TpedosanusmM HJI

Opinion: APPROVED
3axaouenune: OJOBPEHO

Prepared by /
IMoarorosneHo: Santosh

Kuymar
Maurya { fﬂ _

=

Checked by /
INposepeno:; Pardeep Kumar

e

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens
Amit Kumar v

N

Reprint Date:
Hata: 22.02.2025

Reprint Date:
Jata: 22.02.2025

Reprint Date: ¥
Hara: 22.02.2025

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@drraddys.com

CIN; L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 55166 260C1-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page20f 6/ C1p. 23 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y xmn FOunop®, Taénerku aucneprupyembie [nas aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepmsn Ne : L Pa3mep cepun : 1500000.0 Tab6
Analytical Repovrt No / 040002811569 Date of Analysis / 22.02.2025
AnaMrHdeckuii oTyer Ne : JaTa ananuza:

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JlaTa npoH3BOACTBA : T'ogen g0 :

Analysis performed according ND / Auaym3 nposeneH mo HJI: JIT1-Ne(004427)-(PI'-RU)-260124

Ne | Test / ITokazarenan

Results / Pe3yabTaThl

/ Cpennsisi Macca
Tabaerox

3 TAverage weight of tablets

365.4 mg/ 365.4 mMr

Complies/CooTBETCTBYET

| Specification / Hopma

4 |Disintegration /
|PacnagaeMocTb

5 |Dissolution /
PacTrBopeHue

00 min 28 sec / 00 MuH 28 cek

1357.7 mg to 372.3 mg
(365.0 mg + 2.0 %). /
Or 357,7 mr hils) 372,3 mr
(365,0 Mr £ 2,0 %)

Not more than 3 min /

He 6onee 3 Mun

102 % to 104%

101 % to 103 %

Not less than 70 % (Q) of C13H1802
(ibuprofen) after 30 min / He menee 70 %
Q) C13H1802
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of C8H9N02!

(paracetamol) after 30 min / He meHee 70 %
Q C8HINO2
(mapauetamon) uepes 30 MuH

6 i)_ispersibility /
AucnepcHocTh

|-
7 ‘Related substances / PoAcTBeHHbIE NPUMECH

Complies / CoOTBETCTBYET

Uniform suspension passing through the
710 pm sieve is formed / OOpasyercs
OJIHOpOZHAsl  CYCNEH3Ms, NPOXOAsLLasi |
yepe3 CHTO C pasMepoM OTBepcTHi 710 MM

Remarks: The Product conforms to ND/
Ilpumeyanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusM HJ|

Opinion: APPROVED
3aknouenune: OJIOBPEHO

Prepared by /
Hoaroroeneno: Santosh Kumar
Maurya 5%

Checked by /
[IpoBepeno: Pardeep Kumar |

L

Approved by: Manager/Executive /
Onobpeno: Meremkep / PykoBoauTeb

Amit Kumar [\/;

Reprint Date:
Jlara: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Reprint Date:  V/
Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIN3A

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

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

Tel 1 +01 08166 56001-02

www.drreddys.com

Page3of 6/Ctp. 3u3 6

|Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoy KauH JOHnuop®, TabaeTkn aucneprupyemsie [nas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
CepHsa Ne : V2500247 Pasmep cepuu : 1500000.0 Tab
Analytical Repo:‘t No / 040002811569 Date of Analysis / 22.02.2025
AnaJjurnyeckuii oryer Ne : JlaTa aanu3za:

Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JlaTa npoN3BOACTBA : TI'onen 10 :

Analysis performed according ND / Ananu3z nposenen no HJI: JITT-Ne(004427)-(PI'-RU)-260124

. Ne Test / Ilokazareanb

Results / Pe3yabTaThbl

Method 1/ Meton 1
4-Aminophenol content /
OnpeneneHue coaepxanus
| 4-amuHodeHona

|Method 2 / Metogn 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenne
HEUACHTHOHLUUPOBAHHBIX
npumeceii ubynpodena n
| mapaneramorna

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

0.0004 %

‘Any individual unidentified impurity of
\ibuprofen or paracetamol - not more than
102%

0.09%

Enunnunas

Specification / HopMa

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

4-amuHodeHon (MpuMech napaueraMona) -
!He 6onee 0,005 %

HEUJEHTUPULMPOBAHHA |

npuMech nbynpodeHa unu napalueTamona -
He 6onee 0,2 %

"Not more than 0.7 % / He 6o1ee 0,7 % |

0.09%

g | Microbial limits* / Mukxpobuonoruyeckas yucrora*

a) Total aerobic microbial
count / Ob1iee yucno
a3pOoOHBIX
MUKPOOPTaHHU3MOB

NA

| Not
He 6onee 10° KOE/r

more  than 10° CFU/g  /

Remarks: The Product conforms to ND/

IMpumeuanue: [TpogyxT coorBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3akarouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh l;;nar

Checked by /
ITposepeno: Pardeep Kumar |

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

Maurya ) —— Amit Kumar K—/ ;
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 22.02.2025 Hara; 22.02.2025 Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €%¢

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ;491 58166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 4 of 6/ CTp. 4u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moy KauH IOunop®, TabneTkn Aucneprupyemble [aas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepms Ne : Ve @y Pa3mep cepun : 1500000.0 Tab
Analytical RepOft No/ 040002811569 Date of Analysis / 22.02.2025
AHaJIHTHYECKHH oTUeT No @ JlaTa ananu3a:

[Date of Manufacture / 01/2025 Date of Expiry / 12/2029

JlaTa mpou3BOACTBA : I'open go :

Analysis performed according ND / Ananus nposegen no H/L: JITT-Ne(004427)-(PI-RU)-260124

| Ne ]| Test / Iloka3aresnb

| YHUCJIO APOXIKEBBIX U

Results / PesyJibTaTn!

b) Total combined yeasts NA
and mould count / Ob1Lee
TJIECHEBBIX IPUOOB

NA

c) E. coli

9 | Uniformity of dosage units / OXHOPOAHOCTb JO3UPOBAHUS

Tbuprofen / U6ynpoden

i 2.0

| Specification / Hopma

'Not more than 10° CFU/g  /
He 6onee 10* KOE/r
Shall be absent in lg 7

OrcyTcTBUE B 1 T

| The acceptance value (AV) should be not

more than 15.0 / TToka3aTenb
npuemueMocTd (AV) nomkeH ObiTh He
oonee 15,0

Paracetamol /
[Tapaueramon

1.9

The acceptance value (AV) should be not
more  than 150 /  Iokazarens
npuemiemoctn (AV) pomkeH ObITE He

Gonee 15,0

10 |Assay / KonnyecTBeHHOE
| | ompesiesiecHHE

100.5 mg/ 100.5 Mr

123.7 mg/ 123.7 mr

[90.0 mg

to 110.0mg of CI13HI802
(ibuprofen) per tablet / Ot 90,0 Mr 10

110,0 mr CI13H1802 (ubynpoden) B
TabneTke
1125mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Ot 112,5 Mr 0

Prepared by /
ITonrorosneno: Santosh Kumar
Maurya }\

N L

Remarks: The Product conforms to ND/
Ipumeuanue: Ilpogykr coorsercTByeT Tpebosanuam H/

Checked by /
ITposepeno: Pardeep Kumar

C—

Opinion: APPROVED

3akmouenne: OJOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguTeb

Amit Kumar [\(/‘/

Reprint Date:
Hara: 22.02.2025

Reprint Date:

Hata: 22.02.2025

Reprint Date: v
Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4906 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Dr. Reddy's Laboratories Lid.
Fermulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.F.,, 173 205, INDIA
Tel . +94 50166 5500102

www.drreddys.com

Page5of 6/ CTp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y kaun FOuunop®, TabaeTku aucneprupyemble [1uist aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : V2200247 Pa3smep cepuH : 1500000.0 Tab
Analytical Repovrt No/ 040002811569 Date of Analysis / 22.02.2025
AHaJluTHYecKHI oTyeT Ne : JaTa ananusa:

Date of Manufacture / 101/2025 Date of Expiry / 12/2029

[laTa npoH3BOACTBA : | T'opeH go :

| Analysis performed according ND / Auanu3 nposegen mo HJI: JITT-Ne(004427)-(PI'-RU)-260124

Ne Test / Tlokazarenn Results / Pe3ynbTaTh! Specification / Hopma
137,5mMr C8HINO2 (mapaueramon) B
TabyeTke
11 Package / YnakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20

blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok
B 6mucrep u3 [IBX/Al. Ilo 2

|6nuctepa BMecTe C HHCTPYKLHEH

blisters and patient information leaflet in a
carton. / Ilo 10 tabnetok B 6nucrep u3
[BX/AL ITo 1, 2 unn 20 61ucTepoB BMeECTE
C MHCTpPYKUHMel Mo MPUMEHEHHMIO B Mauky

'm0 NpPUMEHEHHIO B TAYKY | KAPTOHHYIO. I
KapTOHHYIO.
12 |Labeling / MapkupoBka |According to ND. /B coorBetcTeun ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
XpaHeHHe B opurnnansHoit ynakoske (61ucTep B auke) npu Temneparype He Boiwue 25 °C.
" 14 |Shelflife / Cpox 5 years /5 ner
rOAHOCTH

* 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 manufacturer's certificate of analysis. / McnpiTaHHe NpOBOAUTCS TONBKO A KaxA0iH 20-1 cepuH HIH 1A
OJHO#l cepuH B oA, B 3aBHCHMOCTH OT TOro, 4ro HacTyHUT paHee. IlokasaTenb MOKeT OTCYTCTBOBAThH B
cepTUdHKATE aHANH3A POH3BOAHTEJIS.

Remarks: The Product conforms to ND/
Ilpumeuanue: IIpogykt cooTseTcTBYET TpeboBanuam HJI

Prepared by /
[ToarorosneHo: Santosh

Kumar
Maurya /

."_ ¢

—

Checked by /
IIporepero: Pardeep Kumar |

=l -

Opinion: APPROVED

| 3akmouenne: ONOBPEHO

Approved by: Mauager/Execulive /
Opnobpeno: MeHemxkep / PykoBoaUTENb

Reprint Date:
Jara: 22.02.2025

Reprint Date:
Hata: 22.02.2025

Amit Kumar [\( /V/
Reprint Date: v

Jara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +81 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 1 85195A4P1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 55166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIM3A
Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y xaun FOunop®, TabneTku qucneprupyemble [aas aeteii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepmist Ne : Ml Pa3smep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002811569 Date of Analysis / 27.02.2025
AHaJluTH4YecKuii oTuer No : JlaTa anaam3a:
Date of Manufacture / 01/2025 Date of Expiry / 12/2029
JlaTa npon3BoacTsa : TI'onen go :
Analysis performed according ND / Ananus uposeaen no H: JITT-Ne(004427)-(PI'-RU)-260124

API name (INN) /
Haumvenosanue AOC (MHH):

Ibuprofen / M6ynpoden

Paracetamol / [lapauertamon

API manufacturer batch number /

npouspoauteas I'JID:

PIBM240215, PIBM240211 APAP/24091296
Homep cepun npoussoguteass ADC:
FP Manufacturer API Batch number /
Homep cepun cy6cTannmun FERA00729, FERA00683 FERA00540

API Manufactured by & country/
IIpouszBogurenn ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTus
®apma Caliencus Jlumuren, Mnaus

Granules India Ltd., India /
['panynec Unaus Jita., Muaus

Remarks: The Product conforms to ND/

Ipumeuyanne: [IpoaykT cooTBeTCTBYET TpeboBanusM H]J

Opinion: APPROVED
3axawuenne: OJOBPEHO

Prepared by /
IToxgrorosneno: Santosh Kumar
Maurya 2

Checked by /
IIposepeno: Pardeep Kumar

< =

Approved by: Manager/Executive /
Onobpeno: Mesemxkep / PykoBoanTens

Amit Kumar [\( -

Reprint Date:
Jara: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Reprint Date: ¥
Hara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



