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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJTN3A

Page1of 6/Crp. 1u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6y KauH FOHnop®, TabneTku aucneprupyemple [1us gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : M Pa3mep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002778448 Date of Analysis / 31.12.2024
AHanmuTHuyecKknii oTueT No : JIaTa aHaau3a:

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

JlaTa npon3BoACTEA : Togel no :

Analysis performed according ND / Anann3 npoeaen no HJI: JIIT-Ne(004427)-(PT-RU)-260124

Ne Test / IlokazaTean

Results / Pe3ynbTaThl

| Specification / Hopma

1| Description / Onucanne

2 : Identification /
IMopnuHHOCTH

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrible miocKoUHTHHAPHYECKHE
TabJIeTKH  pO30BOrO  1BeTa C
BKparuienusiMy, ¢ hackoii 1 puckoi
Ha OJJHOHM CTOpPOHE, C XapaKTEePHbIM
3aMaxoM.

Complies as prescribed/
CoOTBETCTBYET

| The retention times of the main peaks on the

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor/ Kpyrusie
MTOCKOLMIIMHAPHIECKHE TabneTkH |
PO30BOr0 1IBETa C BKPANEeHHsIMH, ¢ dackoil
W pUCKOHl Ha OOHOHW CTOpOHE, C
XapaKTepPHBIM 3aMaXoM.

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
yIoepKUBaHUS ~ OCHOBHBIX MNMKOB  Ha
XpOMaTorpaMMe UCIBITYEMOr0 pacTBOpa
JNOJUKHBL ~ COOTBETCTBOBATH  BpPEMEHaM
yIOep KHBaHUs TMHKOB Ha XpOMaTOTpaMMe
pacTBopa CTAHAAPTHBIX obpasuon
noynpodeHa # napaueramona (pazgen
«KonuuecTBCHHOE ONpele/iCHUE).

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanue: ITpoaykT cooTeTcTBYeT TpeboBanusam HJQ 3axmouyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/{Executive /
[loarorosnexo: Pardeep Kumar | IIposepero: Pawan Ku;nar Onobpeno: Menemkep/ PykoBoaUTEND
QL_-_—_ /4\;__ Abhishek Chauhan ‘x(:’f'. f
Reprint Date: Reprint Date: Reprint Date:
Hara: 31.12.2024 Jara: 31.12.2024 Jara: 31.12.2024
Cepiotored Office: 8-2.337, Read Ne. 3, Banjara Hills, Ayderabad - 500034, Telangana, india
Taf +91 40 4200 2530, Fax: 9, Ermail; maiisdireddys.com
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Dr.Reddy’s Qf'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page2 of 6/ CTp. 213 6

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

HGykaun ¥Onuop®, Tabaerkn nucneprupyemsie [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : e Pa3smep cepum : 1500000.0 Tab
Analytical Repo:rt No/ 040002778448 Date of Analysis / 31.12.2024
AHaJIMTHYIeCKHI oTueT No @ JaTa aHaJin3a:

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

JlaTa npou3BoACTBA : I'onen go :

Analysis performed according ND / Anann3 nposefen mo HJI: JITT-Ne(004427)-(PT-RU)-260124

No |

Test / Iloka3zaTenan

3 | Average weight of tablets
/ Cpeanss macca
Tabnerox

Results / Pe3yjabTaThl

' Specification / Hopma

363.9 mg/ 363.9 Mr

Complies/CoOTBETCTBYET

4 Hﬁisintegration /
PacnanaemocTn

00 min 43 sec / 00 MuH 43 cek

357.7 mg to 3723 mg|
(365.0 mg + 2.0 %). /
Or 357,77 Mr Ji(o) 372,3 mr
(365,0 Mmr + 2,0 %)

Not more than 3 min /

He Gonee 3 MuH

5 |Dissolution /
PacrBopenne

6 |Dispersibility /
J JducnepcHocTs

99 % to 101%

98 % to 101 %

Complies / CooTBETCTBYET

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 C8HOINO2

(paracetamol) after 30 min / He menee 70 %
Q) C8HONO2

(mapaueramon) uepes 30 MUH

Uniform suspension passing through the
710 ym sieve is formed / OO6pa3zyercs
OHOpPOJHAsA  CYCHEH3Hs, TNPOXOAAIas
yepes CUTO C pazMepoM oTBepcTHH 710 MKM

7 Related substances / PoacrBennrie l'IpI/IMeCI/I_

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET Tpebosanusam HJI

Opinion: APPROVED
3aksiouenue: OJIOGPEHO

Prepared by /
[Moarotosneno: Pardeep Kumar

<

Checked by /
ITpoBepeno: Pawan Kumar

Approved by: Managey/Executive /
Onobpeno: Meuemkep / Pykopautens
Abhishek Chauhan f

W

Reprint Date:
Hata: 31.12.2024

Reprint Date: i

Jara: 31.12.2024

Reprint Date:
Jara: 31.12.2024
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Page3 of 6/ Ctp. 3u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NoykauH IOuuop®, Tabaerku Aucneprupyemsble [as jereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
V2402599

Cepus Ne : Pazmep cepuu : 1500000.0 Tab

Analytical Repourt No/ 040002778448 Date of Analysis / 31.12.2024

AnanuTHyecknii oryer No : JlaTa ananu3a:

Date of Manufacture / 1172024 Date of Expiry / 10/2029

JaTa npou3BoacTsa : | I'open no :

Analysis performed according ND / Amann3 nposeaen no HJI: JITT-Ne(004427)-(PI'-RU)-260124

!f Ne ‘ Test / [TokazaTens

Results / Pe3yabTaThl

Specification / Hopma

i 'Method 1/ Merton 1
4-Aminophenol content /
OnpegeneHne conepkaHusa
4-amuHO(EeHONa

Method 2 / Metopn 2
Determination of
Ibuprofen and Paracetamol |
unidentified impurities / |
Onpepenenne '
HEMAECHTUYHLHPOBAHHBIX |
npumeceii ubynpodena n
| napaneramona

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

0.0002 %

0.08%

0.08%

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

4-amunodeHon (mpuMmech napaueramona) -
He 6onee 0,005 %

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

EnuHu4nas HEUAECHTNGULUPOBaHHAS
npuMech ubynpodeHa uiu napaueTamMmona -
He 6onee 0,2 %

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

g |Microbial limits* / Mukpobrosnoruueckas yucrora™

Remarks: The Product conforms to ND/
IIpumeuanue: [1poayKT COOTBETCTBYET

TpeboBanusiM HJ{

Opinion: APPROVED
3akaouenne: OJJOBPEHO

Prepared by /
MHoarotorneno: Pardeep Kumar

—

Checked by /
IIposepeno: Pawan ISumar

Ja

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoguTelts
Abhishek Chauhan

T

Reprint Date: Reprint Date: Reprint Date:
Hara: 31.12.2024 Hata: 31.12.2024 Hata: 31.12.2024
Resictered Office: 8-2-3237, Road o, 3, Banjarn Hills, Hyderabad - 500024, Telangana, India
Tolr +91 40 AK00 2¢ ¥G 9, Ernail: maii@drreddyvs.com
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Formulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTUDUNKAT AHAJIU3A

Page 4 of 6 / CTp. 4u3 6

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

H6ykaun FOunop®, Tabaerkn qucneprupyembie [1us aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
CepHs Ne : M Pazmep cepHH : 1500000.0 Tabd
Analytical Repog‘t No / 040002778448 Date of Analysis / 31.12.2024
AHanuTHYecKU oTueT Ne : JlaTa aHaJH3a:

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

JlaTa npoM3BOACTBA : T'onen go :

Analysis performed according ND / Ananns nposenen mo HJL: JITT-Ne(004427)-(PT-RU)-260124

et =

| Specification / Hopma

Ne ‘ Test / IlokazaTenn Results / PesynbsTaThl
a) Total aerobic microbial NA ) Not more than 103 CFU/g /
count / O01uee yuciao He 6onee 103 KOE/r
a3pobHBIX
| MMKpOOPraHH3MOB |
'b) Total combined yeasts NA Not more than 102 CFU/g /|
and mould count / Ob1ee He 6onee 102 KOE/r .

YUCIIO IPONOKEBBIX U | .
ILIECHEBBIX TPHOOB |

c)E.coli [ NA Shall be absent in lg /
OtcyTcTBHE B 1 T

1
9 |Uniformity of dosage units / OXHOPOAHOCTh JO3UPOBaHHUS

Ibuprofen / U6ynpoden N 2.3 'The acceptance value (AV) should be not |
‘more than 150 / Ilokasarenn
npuemneMoctd (AV) nomxeH OblTb He
| Gonee 15,0
| ——
Paracetamol / 2.7 iThe acceptance value (AV) should be not
ITapaueramon more than 15.0 / [Tokazatenn
apuemieMocTi  (AV) gomwen OTL e
| 6onee 15,0
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [IpoayKT cooTBeTCTBYET TpebopanuaM H/Q 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive /
INoarorosneno: Pardeep Kumar | Ilposepeno: Pawan Kumar Onobpeno: Menemxgp / Pymaomwenb
QJ’_’, '?r Abhishek Chauhan |
Reprint Date: Reprint Date: | Reprint Date:
Hara: 31.12.2024 Hata: 31.12.2024 Hata: 31.12.2024
i T Foad Mo, 3, Baniara Hills, Hyderabaa - 500034, Te >langana, india

E nail mail@derddys.com
4507

AG00 2900, Fax




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

PageSof 6 /Ctp. 513 6

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

Hoykmann IOnnop®, Tabserkn aucneprupyemble [anas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus No : M Pasmep cepum : 1500000.0 Tab
Analytical Repo“rt No / 040002778448 Date of Analysis / 31.12.2024
AHaJiuTHYecKHii oTyeT No : JaTta ananuza:

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

JlaTa npou3BOACTBA : I'omeH 1o :

Analysis performed according ND / Ananns npoBened mo HJT: JITT-Ne(004427)-(PI'-RU)-260124

Specification / Hopma |

Ne | Test/IlokasaTens Results / PesynbTaTn: _
10 Xssa_y/Konn'{eCTBeﬂﬂoe 99.1 mg/99.1 mr 90.0mg to 110.0mg of CI13HI802
omnpeaeJieHHe (ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr C13H1802 (ubynpoden) B

| TabneTke
123.2 mg/ 123.2 Mr [1125mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 mMr no
137,5mr C8HI9NO2 (mapauetamon) B
TabneTke '
11 |Package/ YnakoBka 10 tablets in PVC/AIl blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20

\blisters and patient information |blisters and patient information leaflet in a
|leaflet in a carton. / ITo 10 Tabnetox | carton. / TTo 10 Tabnetok B OGnuctep U3
B Omucrep u3 IIBX/Al. Tlo 2|IIBX/Al Ilo 1, 2 unu 20 6nucrepoB BMeCTe
baucTepa BMeCTe ¢ HMHCTpYKUHMEH | ¢ MHCTpYKIMEH MO MPUMEHEHHIO B Nayky
N0  TNPHUMEHEHHI0O B NauKy | KAPTOHHYIO.

KapTOHHYIO. |

12 |Labeling / MapkupoBka |According to ND. /B coorserctauu ¢ HJI.

13 |Storage conditions / In the original packaging (blister in ‘carton) at temperature below 25 °C. /
XpaneHnue B opuruHanbHOH ynakoBke (6MCTep B Iauke) NpU TeMIepaType He Boiile 25 °C.

14 | Shelf life / Cpok 5 years /5 net
rOXHOCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED

I pumeuanue: IIponykr cootBeTcTBYET TpeboBanusm HJL 3axmouenue: OIOGPEHO

Prepared by / Checked by / Approved by: Managerj/Executive /

[Toxrorosneno: Pardeep Kumar | [TpoBepeno: Pawan Kumar Onobpeno: Menemkep/'/ PykogoauTens

{: ‘3‘ Abhishek Chauhan { ?
Reprint Date: . Reprint Date: Reprint Date:
Hara: 31.12.2024 Jara: 31.12.2024 Hara: 31.12.2024

¢ Mo, 3, Baniara Hills, Hyderabad - 500034, Telangana, india

i
Emails mail@direddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page 6of 6/ CTp. 613 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknna FOunop®, Tabaerku aucneprupyembie [nis aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne @ V2402599 Pa3mep cepnH : 1500000.0 Tab
Analytical Repo:’t No/ 040002778448 Date of Analysis / 31.12.2024
AnaauTuyeckuii oruet No ; Jara anann3a:
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
JlaTa npou3BOACTBA : T'oaen xo :
Analysis performed according ND / Anasus nposenen mo HJI: JITI-Ne(004427)-(PI'-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. / McnpiTaHue NPOBOAUTCS TOJbKO A Kaxaoh 20-i cepuu Him pois
OJHOH cepHH B roj, B 3aBHCHMOCTH OT TOro, 4To HAcTymuT panee. Iloka3aTesb MOMKET OTCYyTCTBOBAThL B
cepTHdUKaTE AHATH3A NPOH3BOAUTEJISL.

API name (INN)/
Hanmenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapanieraMmon
ahismanufaciurer batch Muber] 1101/24/A-3393, 1101/24/A-3419 APAP/24091294

Homep cepnn npoussogutens ADC:

FP Manufacturer API Batch number /
Homep cepun cyGcraHIINH FERA00601, FERA00602 FERAQ00539

npoussoanteas I'JIdD:

IOL Chemicals and Pharmaceuticals | Granules India Ltd., India /
API Manufactured by & country / Limited, India / UOJI Kemuxanc sup | Ipanynec Mupus Jita., Ueaus

lpoussourens ADC, cTpana: ®apmacerotukanc Jlumuten, Unnus

Remarks: The Product conforms to ND/ Opinion: APPROVED

IIpumeuanne: [Ipogykr coorseTcTBYeT TpeboBanusam HJL 3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive /

IToxrorosneHo: Pardeep Kumar | IlpoBepeno: Pawan Kumar Onobpeno: Menemkep / PygoBoanTens
= g Abhishek Chauhan | f

Reprint Date: Reprint Date: Reprint Date: '

Hara: 31.12.2024 Hara: 31.12.2024 Hara: 31.12.2024

Rewicterad Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
» Tel, 401 10 1900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CHN: LE5195AP148APLCO04507
vaww,direddys.com




