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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 6/CT1p. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOunop®, Tabnerxku gucneprupyemsie s gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepus Ne : Ve Pazmep cepuu : 1500000.0 Tab

Analytical Report No/ 040002756118 Date of Analysis / 17.12.2024
AnaauTH4ecKHH oTdeT Ne : JlaTa ananusa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa Mpou3BOACTBA : Togen go : ]

Analysis performed according ND / Anasns nf)oneneﬂ o HJI: JITI-Ne(004427)-(PT-RU)-260124

No Test / IlokazaTennb

Results / PesyabTaTbl

1 |Description / Onucanne

2 |Identification /
IloaIHHHOCTD

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnbie nioCKOLUIMHAPHYECKUE
TabJeTKu po30BOrO  LBETa C
BKparnieHusamMH, ¢ hackoii 1 puckoi
Ha OJHOMN CTOpPOHE, € XapaKTePHbIM
3aMnaxoM.

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./ Kpyrasie

TUIOCKOLMJIMHAPHYECKHE TabneTku
PO30BOTO LIBETA C BKpAIlJIeHHAMH, ¢ (acKoii
4 pUCKOH Ha OJHOH CTOpOHe, ¢

XapaKTCPHBIM 3allaXOM.

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
yJepKUBaHUS  OCHOBHBIX IHKOB  Ha
XpOMaTorpaMMe HCHBITYEMOro pacTBopa
JOMKHBEI  COOTBETCTBOBaTH  BPEMEHAM
yIep)KUBaHUs MHKOB Ha XpoMarorpamme
pacTtBopa CTAHJAPTHBIX 00pa31oB
uynpotena W mapauetamonia  (pasaen
«KOoMUUCCTBCHHOC OIPCHCCHUEN).

Remarks: The Product conforms to ND/
IMpumeyanne: [IpoaykT cooTBeTcTByeT TpebosanusaM HI

Opinion: APPROVED
3axaouenne: OJIOBPEHO

Prepared by /
IToxarorosneso: Santosh Kumar
Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

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

_..---—-"_'_-'_'—d_

Reprint Date:
Hata: 17.12.2024

Reprint Date:

Harta: 17.12.2024

Reprint Date:
Hata: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +61 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drreddys.com

CIN: L85135AP1984PLC0O04507
wwnv.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page2 of 6/ CTp. 213 6

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

N6ykmnn FOunop®, Tabnerku qucneprupyemsie [nus aeteii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepusi Ne : s Pasmep cepun : 1500000.0 Tab

Analytical RepoEt No/ 040002756118 Date of Analysis / 17.12.2024
Anaguruyecknii order Ne ; JlaTa aHaau3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTBA @ T'omen 1o : ]
Analysis performed according ND / Anaaus npoenen no HJI: JII1-Ne(004427)-(PI"-RU)-260124

Ne Test / Iloka3aTeJib I Results / Pe3yabTaTsl Specification / Hopma .
3 | Average weight of tablets | 364.1 mg/ 364.1 mr 357.7 mg to 3723 mg|
/ Cpeansisi Macca . (365.0 mg + 2.0 %). /|
Ta6J1eTOK Complies/CoGTEEnETEET Or 357,77 mr Jile] 372,3 Mr
(365,0 Mr + 2,0 %)
4 'Disintegration / 00 min 38 sec / 00 muu 38 cek | Not more than 3 min /
PacnagaemMocTh He 6onee 3 mun
5 | Dissolution / 100 % to 102% ~ |Not less than 70 % (Q) of C13H1802
PactBopenne (ibuprofen) after 30 min / He menee 70 %
Q C13H1802
(ubynpoden) yepes 30 MUH
98 % to 101 % Not less than 70 % (Q) of C8HINO2
(paracetamol) after 30 min / He menee 70 %
Q) C8HINO2
(napaueramon) yepes 30 MUH
6 |Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through the |
JAucnepcHocTh 710 pm sieve is formed / O6pasyercs
ONHOpPOJHAS  CYCHEH3Ms, IPOXOAALIas
Yyepes CUTO C pa3MepoM OoTBepCTHH 710 MKM
7 |Reluted substances / Pugersentbie upumecu

Remarks: The Product conforms to ND/ Opinion: APPROVED

IMpumeuanue: [IpogykT coorBeTcTByeT TpeboBanusaM HJI 3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar | Ilposepeno: Pardeep Kumar Onobpeno: Menemkep / PykoBoguTesb
Maurya ®, i _ Pavan Kumar Sharma fo——
Reprint Date: Reprint Date: Reprint Date:

Jata: 17.12.2024 Hara: 17.12.2024 Hata: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +G61 40 4900 2200, Fax: +91 40 4300 2939, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O04507
wwvedrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Viil. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6ykmun FOunop®, Tabserkn aucneprupyembie [1is aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /

Cepus Ne : M Pa3mep cepun : 1500000.0 Tab

Analytical Repo:‘t No/ 040002756118 Date of Analysis / 17.12.2024
AxanuTHueckuii oTyer Noe ¢ JMaTa aHaau3za:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTBA : I'omen go : ]
Analysis performed according ND / Anaau3s nposenen mo HJI: JITI-Ne(004427)-(PT-RU)-260124

i Ne Test / Iloka3aTeJib Results / Pe3yinTaThl Specification / Hopma
' Method 1 / Metop 1 | 4-aminophenol (paracetamol impurity) - not
4-Aminophenol content / 0.0004 % more than 0.005 %
I?Hpen:nqe)ﬂuz e 4-amurodeHon (mpuMech napaueramona) -
=aMUHOQEHON He 6onee 0,005 %
'Method 2 / Metoz 2 "Any individual unidentified impurity of
Determination of Below BDL (BDL=0.05 %) / Hixe ibu;zrofen or paracetamol - not more than
Ibl.lprof?n an'd Paral.c‘etamol MOpOTa peruCTpaLtH 0.2 %
EdERE A impuatesY | EnunnyHas HeuaeHTHHHUUHPOBaHHAS
Onpenenenue (ITP =0.05%) | =8 A A
| mpuMech ubynpodeHa iy napalneTamona -
HeueHTHGUUMPOBAHHBIX N
. He 6oiee 0,2 %
npumMeceii nbynpodena n
riapaleramosna _ |
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.0004%
npumeceil (Merox 1 +
Merton 2)

Remarks: The Product conforms to ND/
Ipumeuanne: IIponykr cooTBeTcTBYeT TpeboBanusaM HJJ

Opinion: APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by /
IToarotoBaeHo: Santoshﬁmar IIpoBepeno: Pardeep Kumar
(7

Approved by: Manager/Executive /

Onobpeno: Menenxep / PykoBonntens

Maurya Pavan Kumar Sharma Cfre——
Reprint Date: Reprint Date: Reprint Date:
Jata: 17.12.2024 Jara: 17.12.2024 Hata: 17.12.2024

Registered Office; 8-2-327. Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4500 2960, Fax: +91 40 4300 2999, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwwvedireddys.com
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Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 0f 6/ CTp. 4u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykann FOnnop®, Tabaerku aucneprupyemsle [ais aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /

Cepust Ne © Mot Pa3mep cepuu : 1500000.0 Tab

Analytical Repourt No/ 040002756118 Date of Analysis / 17.12.2024
AHasuTHyecknii oryer No : JlaTa ananu3a:

[Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npou3BOACTBA : TI'ogen o : -

Malysis performed according ND / Anasnus nposegen mo HJI: JITI-Ne(004427)~(PI'-RU)-260124

‘ No
g |Microbial limits* / MukpoGuonornyeckas yncrora*

Test / IlokazaTean

Results / PesynbTaThl

‘ Specification / Hopma o

a) Total aerobic microbial ' NA Not more than 103 CFU/g /|
count / Obiee 4ucio He 6onee 103 KOE/r
a3poOHBIX
MHKPOOPraHH3MOB
WTotal combined yeasts NA Not more than 102 CFU/g /
and mould count / O01ee He 6onee 102 KOE/r
YHCJIO JPOXOKEBBIX U
TUTECHEBBIX IPUOOB
¢) E. coli NA Shall be absent in 1g /

9 | Uniformity of dosage units /

OXHOPOAHOCTH JO3UPOBAHUS

OtcyrctBHEe B 1 T

Tbuprofen / U6ynpoden 1.6 The acceptance value (AV) should be not
more  than 150 /  llokasatens
npuemnemoctd (AV) gnomkeH OBITb He
ooiee 15,0

'Paracetamol / 1.6 The acceptance value (AV) should be not

ITapaneramon

|
|

more  than 15.0 /  llokazaTenb
npuemieMoctd (AV) nomkeH ObITb He
oonee 15,0

Remarks: The Product conforms to ND/
ITpumeuanue: [Iponykt cootBeTcTByeT TpeboBanusaM HJI

Opinion: APPROVED
3axaouenne: OJIOBPEHO

Prepared by /
Iloarorosneno: Santosh Ktimar
Maurya ¢

_—

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peno: Menemkep / PykoBoautens

Pavan Kumar Sharma </~

Vo

Reprint Date:
Hata: 17.12.2024

Reprint Date:

Jara: 17.12.2024

Reprint Date:
Hara: 17.12.2024

Registered Office: 8-2-3
Tol +G1 40 ¢

CIN: L35135AP1984PLC004507
wiwwvndireddys.com

7, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
$038 29C0, Fax: +91 10 4300 2999, Ermnail: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 983166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIM3A

Page50of 6/ CTp. S5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yrans ¥Ounop®, Tabaerku nucneprupyemsie [nis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : e Pazmep cepum : 1500000.0 Tab
Analytical Report No/ 040002756118 Date of Analysis / 17.12.2024
AnagpTHyeckuii oryer Ne : Jarta anaJin3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTBA : TI'open 1o :

Analysis performed according ND / Ananu3 nposeaen mo H/L: JITI-Ne(004427)-(PT-RU)-260124

Ne Test / Iloka3aTenanb

Results / PesyabTaThl

Specification / Hopma

onpeeaeHye

10 Assay / KoJ/1H4ecTBeHHOe

99.7 mg/ 99.7 mMr

123.8 mg / 123.8 mr

90.0mg to 110.0mg of C13H1802
(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr C13H1802 (ubynpoden) B
TabneTke

1125mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 Mr 10
137,5mMr C8HONO2 (mapaueramon) B|
TabneTke

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton. / ITo 10 TabneTok
|8 6macrep u3 IIBX/Al Ilo 2
|6rcTepa BMecTe € HHCTPYKUMEH
0  TpPHUMEHEHHIO B  IIA4Ky
| KApTOHHYIO.

| {
10 tablets in PVC/AL blister. 1, 2 or 20|

blisters and patient information leaflet in a
carton. / ITo 10 tabnetox B OnmcTep U3
TIBX/Al Ilo 1, 2 niu 20 61UCTEpOB BMECTE
¢ HHCTPYKIIHed 10 MPHMEHEHHIO B IayKy
KapTOHHYIO.

12 |Labeling / MapkupoBKa IAccording to ND. / B coorBercteuu ¢ H/L.

| XpaneHnue

13 | Storage conditions /

In the original packaging (blister

in carton) at temperature below 25 °C. /

B opuruHanbHOH ynakoske (611cTep B auke) npu TeMnepatype He Boiiue 25 °C.

| 14 |Shelflife / Cpox

roagHOCTH

5 years /S net

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpoayxr cootBercTByeT TpeboBanusam HJT

Opinion: APPROVED
Zakmnogenne: OJIOGPEHO

Prepared by /

Maurya

IToarorosieno: Santosh Kumar

&

Checked by /
ITposepeno: Pardeep Kumar

S -

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

{

Pavan Kumar Sharma  </<— -
L=

Reprint Date:
Hata: 17.12.2024

Reprint Date:
Jara: 17.12.2024

4

Reprint Date:
Jara: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +G1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wyadireddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd;,
Disit. Solan, H.P, 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

Page 6 of 6 / CTp. 6 3 6

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

H6ykand FOunop®, Tabaerku aucneprupyemuie [aas jgereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepnst Ne : V2202598 Pasmep cepun : 1500000.0 Tab
Analytical Repovrt No/ 040002756118 Date of Analysis / 17.12.2024
AHanuTHYecKHuii oTyeT No : JlaTa aHanu3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTBA : I'ogen ao :

Analysis performed according ND / Ananus nposeges mo HJI: JITT-Ne(004427)-(PF-RU)-260124

* 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. / McnbiTanue MpoBOIUTCS TONBKO A8 KaxKA0H 20-i cepHm Wi st
O[HO}i CepHH B Ioj, B 3aBHCMMOCTH OT TOrO, YTO HACTynuT paunee. [loka3aTesb MOkeT OTCYTCTBOBATbL B

ceprudukaTe aHATH3A POHU3BOAHTEISI.

API name (INN)/
Haumenopanue A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [1apaueramon

API manufacturer batch number /
Homep cepun npoussogureas ADC:

1201/23/A-0581

APAP/24091293

FP Manufacturer API Batch number /
Homep cepun cybeTannmnu
npoussogurtens I'JID:

FEQA00086

FERAO00538

API Manufactured by & country /
Hpoussoaurens ADC, crpana:

IOL Chemicals and Pharmaceuticals
Limited, India / MOJI Kemuxkainc sux
dapmacerotukanc Jlumuren, HHaus

Granules India Ltd., India /
I'panynec Unnus Jita., Uegus

Remarks; The Product conforms to ND/

Ipumeuanue: ITponykTt cooTBeTcTBYeT TpeboBanusamM HJI

Opinion: APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
[NoarotoeneHo: Santosh Kumar
Maurya

L\ L)
—

Checked by /
IIpoeepeno: Pardeep Kumar

of —

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyrosoanress
Pavan Kumar Sharma <

Reprint Date:
Jara: 17.12.2024

Reprint Date:
Hara: 17.12.2024

Reprint Date:
Hara: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +G1 40 4900 2800, Fax: +91 4C 4900 2999, Email: maii@drreddys com

CIM: L85135AP1984PLCD04507
wiadireddys.com




