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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann FOunop®, Tabaerku aucneprupyemble [ans aereii], 100 mr + 125 Mr

Batch No / V2400616 Batch Quantity / 542.0kg
Cepust Ne : Pasmep cepuu :

Analytical Repovrt No/ 040002498776 Date of Analysis / 26.04.2024
AHaJJHTHYeCKHUH oTyeT No : Jata anajuza:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JaTa npon3BoacTBa : TI'ogen fo :

Analysis performed according ND / Anasu3 npoeegen mo HJI: TI N011252/02-150323

Ne Test / Iloxazarean

Results / PesynabTaThl

Specification / Hopma

1 |Description / Onucanue

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyribsle MI0CKOUMIHHAPHYECKHE
TabieTkh  pO30BOTO  LBETa C
BKpaIieHusAMH, ¢ Qackoll U pHCKOH
Ha OJHOU CTOpOHE, C XapaKTepHBIM
3aIaX0M.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie IJIOCKOUMITHHAPUYECKHE
TabneTku PO30BOTO [BETA c
BKparieHUsAMH, ¢ (ackoit 1 puckoi Ha
ONHOM  CTOpOHE, C  XapaKTePHBIM
3aMaxoM.

2 |Identification /
ITopauunocTn

Complies as prescribed/
CooTBeTcTBYET

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
YICP)KUBAHWSI OCHOBHBIX IHMKOB Ha
XpoMmarorpamMme HCIIBITYEMOTO
pacTBopa JOJMXKHBI COOTBETCTBOBATh
BpeMeHaM YAepXKHBaHMA TIMKOB Ha

xXpomarorpaMmme pactBopa
CTaHAapTHEIX 00pa3loB ubympodeHa u
napaleTramorna (pasnen |

«KonuuectBeHHOE ONpeeNICHUE). l

Remarks : The Product conforms to ND/
Ipumernanne: [Ipoaykr cootBercTByeT TpeboBanusM HJJ

Opinion : APPROVED
3amotennce: OJOBPEHO

Prepared by /
[Mogrorosneno: Ranjeect

(2

Checked by /
IIposepeno: Santosh Kumar Maurya

—_—

Approved by: Manager/Executive /
Onobpeno: Menemkdp / Pykogoantens
Abhishek Chauhan

Reprint Date:
Hara: 26.04.2024

Reprint Date:
IHara: 26.04.2024

Reprint Date:
Hara: 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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Formulation Unit-6
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6yxaun FOnnop®, TabseTkn aucneprupyemsie [ais aereii], 100 mr + 125 mr

Batch No/ V2400616 Batch Quantity / 542.0kg
Cepus Ne : Pazmep cepun :

Analytical Repovrt No/ 040002498776 Date of Analysis / 26.04.2024
AHaauTa4yecKHii oryer No ; JlaTa aHanu3a:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BoacTBa : Tonmen 1o :

Analysis performed according ND / Ananus npoegen mo HJ/I: [T N011252/02-150323

Related substances / PorcTBeHHbIe mpUMecH

Ne Test / IlokazaTenn i Results / PeaynbTaThl Specification / Hopma
3 | Average weight of tablets / 367.2mg/ 367.2 mr 357.7 mg to 372.3 mg ]
Cpennsisi macca Tab1eToK . [(365.0 mg £ 2.0 %). /
Complies/CooTBeTCTBYET |O1 357.7 ur 10 372,3 mr
[(365,0 Mr £+ 2,0 %)
4 '-Disin_tegration / 00 min 16 sec/ 00 muH 16 cex [ Not more than 3 min /
| Pacnapaemocthb He 6onee 3 mun
—
5 |Dissolution / PacTBopenne 101 % to 102% Not less than 70 % (Q) of Ci3sHis0:
(ibuprofen) after 30 min / He menee
70 % Q) Ci13H130: |
(ubynpoden) uepez 30 MuH
| 99 % to 101% Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He meHee
' 70 % Q) CsHoNO,
(napauetamon) yepes 30 MUH
6 | Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through the
JducnepcHocTh 710 pm sieve is formed / O6pasyerca
OJTHOPOJIHAsl CYCIIEH3Us, MPOXOslas
yepe3 CHUTO C pa3MepOM OTBEPCTHH
710 MKkM
| |
7 i

Remarks : The Product conforms
ITpumeuanne: [Tponykt cooTBeTC

to ND/
TByeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Prepared by /
TloarotosneHo: Ranjeet

&

Checked by /
IIposepero: Santosh Kumar Maurya

6

Approved by: Managef/Executive /
OnobpeHo: Menemkdp / Pykoponnteib
Abhishek Chauhan /‘

v—-:"-'""'-

Reprint Date:
Jarta: 26.04.2024

Reprint Date:
Hara: 26.04.2024

Reprint Date: /

JHara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telanganz, India

Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.ccm

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

N6ykann FOuuop®, Ta6nerku aucneprupyemple [1us aereii], 100 mr + 125 mr

Batch No / V2400616 Batch Quantity / 542.0kg
Cepus Ne : Pa3mep cepHn :

Analytical Report No / 040002498776 Date of Analysis / 26.04.2024
AHaJMTHYEeCKH 0TdeT Nt : Jarta ananmsa: o
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JaTa npou3BOACTBA @ I'omen g0 :

Analysis performed according ND / Ananus nposenen no HJ/: 11 N011252/02-150323

No Test/ MMokazaTens Results / Pe3yabTaThl

Specification / Hopma

Method 1/ Merton 1 0.0004%
4-Aminophenol content /
OnpefeneHue coaepKaHus
4-amMuHodeHoNa

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

4-amuHOdeHON (nipumecs
napaneramona) - He 6onee 0,005 %

Method 2 / Metog 2 Any individual unidentified impurity of
Ibuprofen and Paracetamol 0.08% ibuprofen or paracetamol - not more
unidentified impurities / than 0.2 %
OnpenencHue Exunuynas  HeHAeHTHQUUHpPOBaHHAA
HEHJeHTU(D UM POBAHHBIX IpPUMEChH ubynpodena 158171
Inpnmeceﬁ ubynpodeHa u naparneramodna - He 6omnee 0,2 %
| mapaneramona I
| Total impurities (Method Not more than 0.7 % / He 6onee 0,7 % |
1+Method 2) / Cymma 0.08%
npumeceil (Meron 1 +
Merton 2)
8 | Microbial limits* / Mukpo6GnoJsiornyeckast Y4HcToTa™
a) Total aerobic microbial Less than 100 CFU/g/ Not more than 10> CFU/g /
count / Ob1yee yncno Menee 100 KOE/r He 6onee 10° KOE/r
a’pOOHBIX
MHKpPOOPTraHH3MOB
b) Total combined yeasts Less than 100 CFU/g/ Not more than 10* CFU/g /
and mould count / O6uee Menee 100 KOE/r He 6onee 10 KOE/r
| 4HCJI0 APOXOKEBBIX H
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanne: [Tponykt cootBeTcTBYET TpeboanusaM HJI 3axsouenue: OJIOGREHO
Prepared by / Checked by / Approved by: Managef/Executive /
IToarorosneHo: jeet IIposepeno: Santosh Kuymar Maurya | Ono6peno: Menenxgp / Pykospoaureins
/3 523 Abhishek Chauban | /F
Reprint Date: Reprint Date: Reprint Date:
JlaTa: 26.04.2024 Hara: 26.04.2024 Harta: 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
CEPTUOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Ho6ykaun FOnnop®, TabaeTku aucneprapyemsie [ais aereii], 100 mr + 125 mr

Batch No / V2400616 Batch Quantity / 542.0kg
Cepus No : Pasmep cepun : )
Analytical Report No / 040002498776 Date of Analysis / 26.04.2024
AHaJguTHYecKHii oTdeT No : JlaTa ananuza: T
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BoACTBA : T'open go :

Analysis performed according ND / Ananu3 nposeaen mo H: I[1 N011252/02-150323

No Test / Iloka3aTe)b

Results / Pe3yabTaThl

Specification / Hopma

i MJIECHEBBIX TpUOOB
¢) E. coli Absentin 1 g/ Shall be absentin 1 g/
OtcyTcTBYeTB 1 T OrcyrcTBUEe B 1 T
9 | Uniformity of dosage units / OgHOpoAHOCTD X03HPOBAHMA
Ibuprofen / H6ynpoden [ 1.4 | The acceptance value (AV) should be
not more than 15.0 / Ilokasatens
npuemieMocTH (AV) NODKEH ObITH He
Oonee 15,0
| Paracetamol / [Tapaneramon 1.5 | The acceptance value (AV) should be
[not more than 15.0 / Iloka3zarens
npuemieMocTd (AV) nomkeH ObITh HE
6ouee 15,0
10 'Assay/Konuqe;TBeﬂﬂoe 99.6 mg/ 99.6 mMr 90.0mg to 110.0mg of Ci3His02
ompeae/eHHe (ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr Ci3His0; (ubynpoden) B|
TabneTke '
123.7 mg/ 123.7 mr 112.5mg to 137.5mg of CgHoNO;
(paracetamol) per tablet / Ot 112,5 Mr
no 137,5 mr CsHgNO, (mapaneramon) B
TabyeTke
11 Package / YmakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information|blisters and patient information leaflet

Remarks : The Product conforms to ND/

IIpumeuanue: Ilpoayxr coorBetcTBYeT TpebopanusaM HJI

Opinion : APPROVED
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager
[Mogrorosneno:. Ranjeet IMposepeno: Santosh Kumar Maurya | Onobpeno: Menemxkey/ Pykopogurens
@ Abhishek Chauhan
> S
Reprint Date: Reprint Date: Reprint Date:
Jara: 26.04.2024 Hata: 26.04.2024 Jlara: 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 4300 2999, Email: maii@drraddys.com
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CEPTUOUKAT AHAJIU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HN6yxmun FOunop®, Tabaerku aucneprupyemsie [ns aereii], 100 mr + 125 mr ]
Batch No / V2400616 Batch Quantity / 542.0kg

Cepus Ne : Pa3mep cepun :

Analytical Repo\}‘t No/ 040002498776 Date of Analysis / 26.04.2024
AHasiuTHYeckHii oTyeT No : JaTa anajmsa:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029

JlaTa npou3BoAcCTBA : Topen f1o :

Analysis performed according ND / Anaan3 nposeaen mo HJ{: [T N011252/02-150323

No Test / TTokazaTenn Results / Pe3yabTaThl Specification / Hopma

leaflet in a carton. / ITo 10 TabneTok |in a carton. / [To 10 TabneTok B GaucTep
B Omucrep u3 IIBX/AL Tlo 2|u3 IIBX/Al Ilo 1, 2 umu 20 6iuctepos
6yicTepa BMECTE C HHCTPYKIHEH IO | BMecTe c MHCTpYKLHEH 1o |

NPUMEHEHHIO B 1a4Ky KapTOHHYIO. | HIPHUMEHEHHIO B Ma4Ky KapTOHHYIO. '

12 |Labeling / MapkupoBka | According to ND. / B cootBercTBuu ¢ H/I.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHHe B opurrnaneHoOM ynakoske (6yictep B adke) IPU TEMIIEPATYPE HE BBILIE
25 °C.
14 | Shelf life / Cpok rognoctu |5 years /5 ner

* 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 POBOIUTCS TOJBKO AJIS KAXKAOH 20-H cepuH HIH JJIs1 OXHOMH
CepHH B o/, B 3aBHCHMOCTH OT TOr0, YTO HACTYIHUT paHee. [foka3aTeb MoxeT OTCYTCTBOBAThL B cepTH(MKaTe
aHaJIH3a.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Iponykr coorBeTcTBYET Tpeboanusm HJI 3akarodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toarotonero: Ranjeet IMpoeepeno: Santosh Kumar Maurya | OpoGpeno: Menemxgp / Pykosoaurensb

é/ (X~ Abhishek Chauhar/

— { )

Reprint Date: Reprint Date: Reprint Date: ]
Jara: 26.04.2024 Jata: 26.04.2024 JHara: 26.04.2024
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Dr. Reddy's Laboratories {td.
Formulation Unit-6
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6ykaun FOuuop®, Tabnerkn aucneprupyemsie [ns aereii], 100 mr + 125 Mr

Batch No / V2400616 Batch Quantity / 542.0kg
Cepust Ne : Pa3mep cepun :

Analytical Report No / 040002498776 Date of Analysis / 26.04.2024
AHaguTHYecKHii oTueT No ; JlaTa aHa/m3a: T
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JaTa npou3BoaCTBA : I'open no :

Analysis performed according ND / Ananu3 nposeaer mo H/: [T N011252/02-150323

npoussoauTteisi I'JIMD:

API name (INN) /

Haumvenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM230459 4596/23-24

Homep cepuu nponsBoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGeTaHuuu FEQAO00659 FERAQ0005

API Manufactured by & country /
Ilponspoaurens A®C, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DxTHB
®apma Caitencus Jlumuten, Muaus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpumna
®apmacprotukans JIta., Unaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanne: IIpoaykt coorBeTcTBYET TpeboBaHusM HJ[ 3akaoyenne: O/IOBPEHO

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

IMoarorosneHp~Ranjeet [Tposepeno: Santosh Kumar Maurya | Onobpeno: Menemxep// PykoBoguTens
@ ,/‘_—_, Abhishek Chauhan Z/ 7

Reprint Date: Reprint Date: Reprint Date:

JHata: 26.04.2024 JHara: 26.04.2024 JHara: 26.04.2024
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