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CERTIFICATE OF ANALYSIS
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y kann FOunop®, TabaeTkn aucneprupyemsble [aas aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne: VS Pazmep cepun : 1500000.0 Ta6
Analytical Repo:‘t No / 040002810753 Date of Analysis / 22.02.2025
AHaJHTHYeCKHIT oT4yeT N : JlaTa anajmn3a:

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

JlaTa npon3BOACTBA : I'oxen po :

Analysis performed according ND / Ananus nposenen mo HJI: JII1-Ne(004427)-(PT'-RU)-260124

Test / [ToxazaTennb

Results / Pe3yibTaTbl Specification / Hopma

1 |Description / Onucanue

2 |Identification /
IMogaunHOCTH

Pink round flat-faced beveled-edge | Pink round flat-faced beveled-edge tablets
tablets with impregnations and a with impregnations and a score-line on one
score-line on one side and side and characteristic odor./ Kpyrmsie
characteristic odor. /| INOCKOUUTHHAPUYECKUE TabneTKu
Kpyrible TMIOCKOLMIMHAPHYECKHE | PO30OBOrO LIBETA C BKPAIIEHUAMH, C packoi
TabNeTKH pO30BOrO  L(BeTa C| M pHUCKOH Ha OOHOH CTOpPOHE, ¢
BKpaIIeHusMH, ¢ hackol U pHCKOH | XapaKTEPHBIM 3aI1aXOM.

Ha OJIHOM CTOpPOHE, C XapaKTepHbIM
3araxom. -
|

| 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). / Bpemena
|ymepxkunBaHHs  OCHOBHBIX [MKOB  Ha
[ XpomarorpaMMe HCIBITYEMOIO pacTBOpa
JOJDKHBI ~ COOTBETCTBOBAaTb  BpPEMEHAM
| yIEep)KUBAHWS THKOB Ha XpoMarorpamme
. pacTBopa CTaHAAPTHBIX 06pa3uos
! ubynpodena u napaueramona (pasjen

«KonuvectBeHHOE ONpENEIECHHEY).

Complies as prescribed/
CoOTBETCTBYET

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT coorsercTByeT TpeboBanusaM HJJ

Opinion: APPROVED
3akaouenue: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya ‘

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

Amit Kumar j\/
Z

Checked by /
IIpoBepeno: Pardeep KumaL

S
—

Reprint Date:
Jara: 22.02.2025

Reprint Date:

Jara: 22.02.2025

Reprint Date:
JHara: 22.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000234, Telangana, india
Tel: +51 40 4900 2900, Fax: +91 40 4900 2899, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Distt. Solan, H.P., 173 205, INDIA
Tei ; +91 53166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Qe Dr. Reddy's Laboratories Ltd.
=
@&

Dr.Reddy’s €@

Page2of 6/ CTp. 213 6

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

U6y kann FOunop®, TabaeTkn aucneprupyemble [1s gerei], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2500204 Pa3mep cepum : 1500000.0 Tab
Analytical Repo:‘t No / 040002810753 Date of Analysis / 22.02.2025
AHaanTHyeckuii oTder Ne : JaTa aHanu3za:

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

JlaTa mpoH3BOACTBA : T'open mo :

Analysis performed according ND / Anaius nposeaen mo HJI: JITI-Ne(004427)-(PI'-RU)-260124

| Specification / Hopma

Ne | Test/IlokasaTeas ' Results / PesynbraThl
3 | Average weight of tablets 364.3 mg/ 364.3 mr 1357.7 mg to 3723 mg
/ CpeaHnsiss Macca . (365.0 mg + 2.0 %). /
Ta0JIeTOK Rl (CQoTaCT eyt Or 357,7 Mr Jo 372,3 Mr
(365,0 Mr 2,0 %)
4 |Disintegration / 00 min 28 sec / 00 muH 28 cex | Not more than 3 min /
Pacnapaemocthb He 6onee 3 mux
5 |Dissolution / . 100 % to 101% Not less than 70 % (Q) of C13HI1802
PacrBopenne (ibuprofen) after 30 min / He menee 70 %
Q C13H1802
(ubynpoden) uepes 30 MUH
99 % to 101 % Not less than 70 % (Q) of C8HINO2
(paracetamol) after 30 min / He meHee 70 % |
Q) C8HINO2
(mapaueramonn) uepes 30 MuH
6 .Dispersibility/ Complies / CoOTBETCTBYET Uniform suspension passing through the
JucnepcHocTh 710 um sieve is formed / O6pasyetcs
OJIHOPOJIHAST  CYCIEH3Hsl, MpOXOonsllasd
yepes CUTO C pazMepoM oTBepcTuii 710 MKM
7 Related substances / PopcTeHHble NpUMECH -

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ilpumeyanne: IIponykT cooTBeTcTBYeT Tpebosanusam HJI 3aknouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosh Kumar | Ilpoepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBozuTeb
Maurya 12\ \ﬁ'f'____ . Amit Kumar /‘\/ L
s —r= il
Reprint Date: Reprint Date: Reprint Date: ¥
Jara: 22.02.2025 Hata: 22.02.2025 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@direddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

M6y kaun FOuuop®, TabaeTku aucneprupyemsie [nis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepns Ne : ars Pasmep cepum : 1500000.0 Tab
Analytical Repog‘t No/ 040002810753 Date of Analysis / 22.02.2025
AnaanTHyeckuii oTuer Ne : JlaTa anajanza:

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

JlaTa npoM3BOACTBA : TI'ogen po :

Analysis performed according ND / Anaju3s nposeaes no H/L: JITIT-Ne(004427)-(PI"-RU)-260124

Specification / Hopma

Ne | Test / IlokazaTenn Results / PesyabTaTtsl

{Method 1/ Meton 1 4-aminophenol (paracetamol impurity) - not

4-Aminophenol content / 0.0004 % more than 0.005 %

2253?;;::;;)&@*%“ 4-amuHOMbeHoN (IpUMeECh apaleTamorna) -

: He 6onee 0,005 %

Method 2 / Meton 2 Any individual unidentified impurity of

Determination of 0.05% ibuprofen or paracetamol - not more than

|Ibuprofen and Paracetamol ' 0.2%

unidentified impurities / E

Onpenenenne JUHHAYHAS HenJeHTUHIHPOBaHHAs

| mpuMech ubynpodeHa UM napaneTamMmona -
HeHJEeHTUDULHPOBAHHBIX
o He G6onee 0,2 %

npumeceit nbynpodeHna u '

napaveramorna !_

Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %

1+Method 2) / Cymma 0.05% |

npumeceit (Meron 1 +

Meton 2)

g |Microbial limits* / Mukpo6nonoruueckas yucrora* )

a) Total aerobic microbial NA Not more than 10° CFU/g /|

count / OB1uee YUCIO He 6onee 10° KOE/r ‘

a3poOHBIX

MHKpPOOPTaHU3MOB
Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanue: [Iponykt cooTBeTCTBYET TpeboBanusM H/I 3akayenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Santosh Kumar | [Ipoepeno: Pardeep Kumar Opobpeno: Menemxkep / PykoBoIUTENb
Maurya on | Amit Kumar /‘\f,,-- L
Reprint Date: Reprint Date: Reprint Date: '
Jara: 22.02.2025 Jara: 22.02.2025 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 4500 2999, Email: mail@drraddys.com
CIN: LR5195A4P1984PLC0O04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxkaun FOunop®, Tabaerkn aucneprupyemble [aus aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : Vs Pa3mep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002810753 Date of Analysis / 22.02.2025
AHaJuTHYeCKHH oTueT No ; JlaTa aHamu3a:

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

JaTa npou3BoACTBA : I'ogen 1o :

Analysis performed according ND / Anajm3 nposeges mo HJI: JITT-Ne(004427)-(PT-RU)-260124

Test / Iloka3zaTean

b) Total combined yeasts
and mould count / O61wee
YHCIIO JPOHOKEBBIX H
TJIeCHEBBIX [PUOOB

Results / PesyabTaTnt
NA

Specification / Hopma

Not more than
He 601ee 10 KOE/r

10°CFU/g /|

¢) E. coli o

NA

9 |Uniformity of dosage units / ORHOPOAHOCTH 103UPOBAHMS

Shall be absent n
OrcytrctBue B I 1

lg /

Ibuprofen / H6ynpoden

24

The acceptance value (AV) should be not
more  than 15,0 /  Tlokasatenb
npuemneMoctd (AV) pomkeH OBITB He
bosee 15,0

‘Paracetamol /
ITapaueramon

2.8

The acceﬁtance value (AV) should be not
more  than 150 /  Tlokazarenb
npuemieMoctd (AV) nomkeH ObITh He
oonee 15,0

onpeaejienue

10 'Assay / KoJimuecTBEeHHOE

98.9 mg / 98.9 mr

122.3 mg/ 122.3 Mr

90.0mg to 110.0mg of CI13H1802
(ibuprofen) per tablet / Ot 90,0 Mr 10|
110,0 mr C13HI1802 (ubynpodeH) B
TabneTke

1125mg to 137.5mg of CS8HINO2
(paracetamol) per tablet / Ot 112,5 Mr no

Remarks: The Product conforms to ND/
Ipumeuanne: [TpoaykT coorBeTcTByeT TpebopanusaM HJT

Opinion: APPROVED
Zakmwuenue: OJOBPEHO

Jara: 22.02.2025

Hara: 22.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Iognrororneno: Santosh Kumar | [Tposepeno: Pardeep Kumar f' Onobpeno: Menekep / Pykoponutes
Maurya ( E]: ) — Amit Kumar -

Reprint Date: Reprint Date: Reprint Date: v

Jara: 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 4500 2999, Emait: mzil@drraddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y KnuH IOunop®, Ta6neTku aucneprapyemote [mias pereii], 100 Mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
|Cepst Ne : L PazMep cepHH : 1500000.0 Tab
Analytical Report No/ 040002810753 Date of Analysis / 22.02.2025
AHaJIMTHYEeCKHi oT4yeT N : JaTta anajnsa:

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

JlaTa npoH3BOACTBA : T'opeH jo :

Analysis performed according ND / Ananu3 uposeaes nmo H: JIT1-No(004427)-(PT-RU)-260124

Test / [Toxazarean

.NQ!

Results / PesyabTaThl

| Specification / Hopma

137,5mr C8HINO2 (napaueTaMOJT) B
TabneTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 2|10
blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok
B Omucrep uz [IBX/Al Tlo 2

OiicTepa BMecTe C HHCTPYKLIMEH

tablets in PVC/AI blister. 1, 2 or 20

blisters and patient information leaflet in a
carton. / ITo 10 Tabnetox B Onamcrep u3
TIBX/AL Ilo 1, 2 unn 20 61cTepoB BMecTe
¢ WHCTpYKUHMEH MO MPUMEHEHHIO B IayKy

0 [pPUMEHEHHWIO B  MadKy | KAPTOHHYIO.
| KapTOHHYIO.
12 Labeling / Mapxupoeka |According to ND. /B coorserctuu ¢ HJI.
13 |Storage conditions / 'In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHenne B opuruHaiibHO# ynakoBke (61McTep B adke) MpH TeMiepaType He Bbie 25 °C,
14 | Shelf life / Cpok 5 years /5 net
| FOAHOCTH

* 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. / McnibiTan#e NPOBOAHTCS TOJNIBKO /ISl KaxA0il 20-ii cepun mm Jist
ONHOH cepuH B roi, B 3aBHCHMOCTH OT TOro, 4To HacTynur paHee. IlokasaTeab MOXKET OTCYTCTBOBATH B
ceprudukaTe aHAIH3A TPOU3BOJHTES.

Remarks: The Product conforms to ND/
IIpumeuanne: ITponykt cooTBeTcTBYeT Tpebosanusam H/I

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
Tloarorosneno: Santosh Kumar

urya
Maury. =

—

Checked by /
IIposepeno: Pardeep Kumar

c_’f>-if-‘ =]

Approved by: Manager/Executive /
Ono6peno: Menemxep lf PyxoBoauTens
Amit Kumar -

Jr\\( -

Reprint Date:
Jlarta: 22.02.2025

Reprint Date:
Hara: 22.02.2025

Reprint Date: V
JHata: 22.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195A4P1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
jel : +91 556166 56001-02
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HNOyKiIuH FOunop®, TabneTku Aucneprupyemsie [nis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2500204 Pa3mep cepHH : 1500000.0 Tab
Analytical Repourt No/ 040002810753 Date of Analysis / 22.02.2025
AHajgnTuyeckHii oryer Ne ; JlaTa aHaJiH3a:

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

JlaTa npou3BoOACTBA : T'open no :

Analysis performed according ND / Anasn3 nposeaen nio HJ: JIIT-Ne(004427)-(PI'-RU)-260124

API name (INN)/

npoussoanTtes I'JID:

Hammenopatue ADC (MEE): Ibuprofen / HGynpoden Paracetamol / [lapauetamon
API manufacturer batch number / PIBM240211 APAP/24091296
Homep cepuu nponspoautesis APC:

FP Manufacturer API Batch number /

Homep cepun cybcTanmmmn FERAO00683 FERA00540

API Manufactured by & country/
Hponseognrens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTuB
®apma Caitencuz Jlumuren, Muaus

Granules India Ltd., India /
['panynec Unausa JIta., Manus

Remarks: The Product conforms to ND/

Ilpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanuam H/I

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMoarorosneHo: Santosh Kumar

Maurya ;(2'4_

Checked by /
IpoBepeno: Pardeep Kumar ,

Approved by: Manager/Executive /
OpobpeHo: Menemxe]?/f PykoBoauTEND

Amit Kumar
-~ /
‘{\/

Reprint Date:
JHara: 22.02.2025

Reprint Date:
JHara: 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 2990, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




