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'Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 ykaun FOunop®, TabiaeTkn gucneprupyemsie [pus aereii], 100 mr + 125 mr

Batch No / V2502257 Batch Quantity / 1500000.0 tab /
Cepus Ne : Pa3mep cepun : 1500000.0 Tab
Analytical Repourt No/ 040003193358 Date of Analysis / 30-11-2025
AnannTayeckuii order No : JaTa ananu3a:

Date of Manufacture / 11/2025 Date of Expiry / 10/2030

JlaTa npoH3BOACTBA : I'ogen f1o :

Analysis performed according ND / Ananus nposegen mo H: JITT-Ne(004427)-(PI'-RU)-260124

Ne Test / Iloka3zaTtenn ‘

1 ‘Description / Onucanue

Results / Pe3yabTaThl

'Pink round flat-faced beveled-edge
tablets with impregnations and a

‘score—line on one side and
| characteristic odor. /
Kpyrnbie  MI0CKOLUMJIMHAPUYECKHE
'TabneTxky  poO30BOrO  LBeTa €

BKpaIJICHUsIMY, ¢ (hackod H puckoif
‘Ha OJHOH CTOpOHE, C XapaKTEepHbIM
3anaxoM.

Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrabie MIOCKOLUIHHAPHYECKHE
TabneTKH PO30BOTO uBeTa c
BKpaIIeHUsAMHY, ¢ (ackoil H pUCKOH Ha
OJHOH  CTOpPOHE, ¢  XapaKTepHbIM

3ariaxoMm.

7 "Idenﬁﬁcatioﬁ / |

| INopgunnocts

Complies as prescribed/
CoO0TBETCTBYET

OTpeLeNiEHUE).

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  yAep)XuMBaHHs  OCHOBHBIX
| TUKOB Ha XpoMarorpamme
HCMBITYEMOTO  pacTBopa  JOJKHBI
COOTBETCTBOBATh BpeMeHaM
yIepKUBaHUs MHKOB Ha
XpoMaTorpamme pacTBOpa CTAaHAAPTHBIX
obpa3uoB ubynpodena u napaneramona
(panmon «Kon1ooTBoIII00

Remarks : The Product confirms to ND/

IIpumeuanne: I[IpoayxT cooTBercTBYeT TpeboBanusaM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Checked by /
[IpoBepeHo:

Prepared by /
[Toarorosneno:

Checked by (AQA) /
[TposepeHo (AOK):

Approved by: Quality Assurance/Authorized person /
Opnobpeno: ObecnieueHune kauectsa/OTBETCTBEHHOE

Pravesh Rana / Pardeep Kumar Amit Kumar ~ ||nuuo: p"
Date / 30-11-2025 Date / 30-11-2025  ||Date /30-11-2025 Date / n.© ~f| —lo
Jlara: Jlara: JlaTa: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyKkann FOnuop®, TabneTku gucneprupyemsie [ais gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne ; WaSNE2sT Pasmep cepun : 1500000.0 Tab
Analytical Repovrt No/ 040003193358 Date of Analysis / 30-11-2025
AHaJuTHYeCKHi oTyeT Ne : Jata ananusa:

Date of Manufacture / 11/2025 Date of Expiry / 10/2030

JaTa npou3BOACTBA ! I'open o :

|Analysis performed according ND / Auanu3 nposenen no HJI: JITT-Ne(004427)-(PT-RU)-260124

|

!
|

Ne

Test / Iloka3aTenan

Results / Pe3yabTaThl

3 |Average weight of tablets /
Cpennsisi Macca TabaeTok

364.6 mg/ 364.6

Mr

Complies/CoOTBETCTBYET

4 'Disintegration /
Pacnanaemocts

6 'ﬁspersibﬁtE /
JAncnepcHocTh

5 | Dissolution / PacrBopennue

00 min 36 sec / 00 MuH 36 cek

97 % to 98 %

95 %10 96 %

Specification / Hopma
357.7 mg to 372.3 mg -
(365.0 mg +£2.0 %). /

Ot 357,7 mr no 372,3 mMr
(365,0 Mr 2,0 %)

1

Complies / CooTBeTCTBYET

Not more than 3 min /
He 6onee 3 MuH

‘Not less than 70 % (Q) of CpHisO:|
(ibuprofen) after 30 min / He wmenee|
70 % Q) Ci3Hiz02 |
(ubynpoden) uepes 30 MHH j

Not less than 70 % (Q) of CsHoNO»
(paracetamol) after 30 min / He meHee |
70 % Q) CsHoNO> |
(napaueramon) yepes 30 MUH

Uniform suspension passing through the |
710 pm sieve is formed / Ob6pa3syercs
OJTHOpOJHAS CYCMEeH3us, TNpoXoasuas
yepe3 CHUTO C pa3sMepoM OTBEPCTHif
710 MKkM

7 | Related substances / PoncTReHnbIe NpavecH

Remarks : The Product confirms to ND/
IMpumeyanne: IIpoaykr coorsercTByeT Tpebopanuam HJ{

Conclusion : APPROVED /
3axaroyenne: OJJOBPEHO

Prepared by /

Checked by /
[posepeno:

Checked by (AQA) /
[Mposepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenue KavecTsa/OTBETCTBEHHOE

TloaroroBieHo:
Pravesh Rana Z Pardeep Kumar Amit Kumar \ ||muwo: (\ LI " )
Date / 30-11-2025 Date/30-11-2025 ||Date /30_-1 1-2025 Date / ¥

— )T
Jara: Hara: Hara: Jlata: } ot Vr

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +91 40 4900 2900, Fax: -+31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLL004507
www.drreddys.com
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'Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

16 ykaun FOunop®, TaéseTkn aucneprapyemsble [as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

V2502257

Cepust Ne : Pasmep cepun : 1500000.0 Tab

Analytical Repourt No/ 040003193358 Date of Analysis / 30-11-2025
AHAaIMTHYECKHI oTUeT N : JlaTa aHaju3a:

Date of Manufacture / 11/2025 Date of Expiry / 10/2030

JaTa npou3BOACTBA : Iogen 1o :

An alysis performed according ND / Ananu3s nposegen o H: JITT-Ne(004427)-(PI'-RU)-260124 ]
1 Ne Test / IlokazaTennb Results / PesynbTaThl : Specification / Hopma :
1 Method 1/ Meron 1 ~ |4-aminophenol (paracetamol impurity) - |
| 4-Aminophenol content / 0.0002 % 'not more than 0.005 % 1

Onpenenexnue conepxanus | 4-amuHOBEHON (npuMech

Merton 2)

Method 2 / Metopn 2 i
Determination of Ibuprofen

4-amuHObeHO

' maparieramona) - He 6osiee 0,005 %

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

npumecei (Merton 1 +

\ | a3pOOHBIX

‘ | MUKPOOPTraHH3MOB

a) Total aerobic microbial
count / Ofuiee uncno

8 |Microbial limits* / MukpoGuosorayeckast 4acrora™

and Paracetamol Below BDL (BDL= 0.05 %) / Huxxe | 2 9

unidentified impurities / Hapora perncIpaiaK 'EnuHuubas  HewaeHTHOHUHPOBAHHAS
Onpenenexnue JIIE=0:03%5) TpuMech ubynpodeHa Wi |
HEUJEeHTUGHUIHPOBAHHBIX napaueramorna - He 6onee 0,2 % y
npumeceil udynpodena u ‘
napauyeramona - -
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.0002 %

T

NA

Not more than 10° CFU/g/
He 6onee 10° KOE/r

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT coorsercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axnwuyenune: OJOBPEHO

Prepared by /

Checked by /

Checked by (AQA) /

Approved by: Quality Assurance/Authorized person /

[Togrororneno:  ,°  |{[Tpoeepeno: [Mpoeepeno (AOK):  [|Omobpeno: ObecneueHue kauecTea/OTBETCTBEHHOE
Pravesh Rana / Pardeep Kumar Amit Kumar | NULO: w//

Date/ 30-11-2025  |[Date /30-11-2025 |[Date /30-11-2025  |[Date/ Lo-Al—tow”

Jlara: [Mara: Jara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com
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'Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6ykaun FOuunop®, Tabnerku aucneprupyembie [ans aereii], 100 mr + 125 mr

Batch No/ V2502257 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pa3mep cepuu : 1500000.0 a6
Analytical Repo:‘t No / 040003193358 Date of Analysis / 30-11-2025
AHaIMTHYeCKHI oT4yeT No : Jara ananusa:

Date of Manufacture / 11/2025 Date of Expiry / 10/2030

JlaTa npoM3BOJACTBA : T'open no :

Analysis performed according ND / Ananus nposenen no HJI: JII1-Ne(004427)-(PI'-RU)-260124

N

Test / ITokazaTean

b) Total combined yeasts
and mould count / Ob1ee
YUCIIO APOXIKEBBIX U
NJIECHEBLIX TPUOOB

Results / Pe3yabTaThl

Specification / Hopma

NA

¢) E. coli

Not more than 10> CFU/g /
He 6onee 10> KOE/r

NA

Uniformity of dosage units /

OL(HOpOI(HOCTb AO03HPOBAHHUA

| Shall be absent in 1 g/
OrcyTrcTBHE B 1 T

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

10

Assay / KonuuecTBeHHOE
onpeaeleHHe

1.3

1.4

The acceptance value (AV) should be not
more than 15.0 / Ilokasarens
npueMneMocTi (AV) DomkeH ObITh HE
oonee 15,0

The acceptance value (AV) should be not
more than 15.0 / Tlokasarens
npuemiieMocti (AV) nomkeH ObITh HE
Hosee 15,0

99.0 mg / 99.0 Mr

123.8 mg / 123.8 Mp

90.0mg to 110.0mg of Ci3HisO2
(ibuprofen) per tablet / Ot 90,0 Mr g0 |
110,0 mr C;3Hi302 (ubynpoden) B|
| TabneTke

1125 mg to 137.5mg of CiHsMOs
| (paracetamol) per tablet / Ot 112,5 Mr 10

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT coorBercTByeT Tpeboanusim HJ

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarorosneno: 7 |[ITposepeno: Ipoeepeno (AOK):  [|OnoGpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Pravesh Rana / Pardeep Kumar Amit Kumar N | LTS b;'ﬂ

- <>[f’_' /\—// . i p
Date / 30-11-2025 Date / 30-11-2025 ||Date /30-1 11—2025 Date /  —)—).0
Hara: Hara: Jlara: Jlara: } ) £3

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS www.direddys.com

CEPTU®UKAT AHAJIN3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 ykaun IOnmuop®, Tabnerku gucneprupyemsie [nus aereii], 100 mr + 125 mr
Batch No / V2502257 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pazmep cepum : 1500000.0 Tab
Analytical Repo‘}'t No/ 040003193358 Date of Analysis / 30-11-2025
AHAIMTHYECKHI oTueT No : JlaTa aHanu3a:
Date of Manufacture / 11/2025 Date of Expiry / 10/2030
JlaTa npoM3BOACTBA : TI'ogen po :
Analysis performed according ND / Auanus nposeged no HJI: JIIT-Ne(004427)-(PI"-RU)-260124 ]

- Ne Test / IlokazaTean Results / Pe3yabTaTsl ‘ Specification / Hopma
. 137,5mMr CsHoNO, (napaueramon) B
\ Tabnerke

11 Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/ALl blister. 1, 2 or 20

and patient information leaflet in a|blisters and patient information leaflet in
carton. / ITo 10 Tabnerok B 6nucTtep |a carton. / [To 10 tabnetok B 6iucrep n3
u3 [IBX/Al ITo 2 6auctepa Bmecte ¢ | [IBX/Al Tlo 1, 2 unu 20 6nucrepos
VHCTPYKLMEH 10 NPUMEHEHMIO B|BMECTE C MHCTPYKUMEH MO IPUMEHEHHIO |
I na4yKy KapTOHHYIO. B Ma4Ky KapTOHHYIO. l

12 |Labeling / Mapknposka | According to ND. / B cootserctsuu ¢ HJI.
pKHp )

13 | Storage conditions / ; In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHHe | B opurnnansHolf ynakoske (6HcTep B ayke) MpU TEMIEPaType HE BHILIE
25 °C.

14 |Shelf life / Cpox rogHocTu |5 years/ 5 et

* 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. / UcnbiTanne NpoBOoAHTCS TOJLKO JJIs Kaxaoi 20-i cepuun nin as
OJIHOH CepHH B roJ, B 3aBHCHMOCTH OT TOrO, YTO HACTynuT paHee. IlokazaTeap MOMXeT OTCYyTCTBOBATL B
cepTH(QHKATE aHAIH3a NPOH3BOAUTEISI.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pnmeyanue: [Ipoaykr coorBercrByer TpeboBanHuaM HJL 3akmwouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[MoarorosneHo: IMpoepeno: [IporepeHo (AOK): ||OnoGpeno: ObecneueHue kayectra/OTBETCTBEHHOE
Pravesh Rana Pardeep Kumar Amit Kumar | TTHLLO: /

q ,s\ - l’,ur

L -

Date / 30-11-2025 Date/ 30-11-2025 ||Date /30-11-2025 Date / "
Jara: Hara: Hara: Jlara: 9,0 bﬂ Lkl )(

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 300024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, Tabaerkn aucneprupyemsie [as aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : Y2251 Pa3mep cepun : 1500000.0 Tab o
Analytical Repo:‘t No/ 040003193358 Date of Analysis / 30-11-2025
AnpanuTHyeckni oTyer Ne : JlaTa ananu3a:
Date of Manufacture / 11/2025 Date of Expiry / 10/2030
JlaTa npou3BoACTBa Tomen mo :
Analysis performed according ND / Ananu3 nposeaen nmo HJ: JITT-Ne(004427)-(PI'-RU)-260124

API name (INN)/
Haumenopanue A®C (MHH):
API manufacturer batch number / PIBM250196 APAPE2025070488
Howmep cepuu npoussogutens ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcranumun FESA00486 FESA00384
npouspoautens ['JIdD:

Ibuprofen / U6ynpoden Paracetamol / TTapauetamon }

Solara Active Pharma Sciences Granules India Ltd., India / '
Limited, India / Conapa DkTHB I'panynec Unaus Jita., Unaus
®apma Caitencus Jlumuten, Uuaus

API Manufactured by & country /
IIpousBonurens ADC, ctpana:

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal quality and
with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is
established».

3akn04yeHne 0 cOOTBeTCTBHH: «HacTosiiiuM s monTBepZalo, 4TO TPUBEAEHHAs BbIlle MHGOPMaLMs SBISETCA
JIOCTOBEPHOH M TOYHOM. DTa cepust NPOLYKLMH MPOU3BeieHa (BKIIFOYAs yaKoBKY (MapKUPOBKY) M KOHTPOJIb Ka4eCTBa)
Ha BbIIEYKa3aHHOW MPOM3BOACTBEHHOM Miomlanke (IUIOIAJIKAX) B MOJHOM COOTBETCTBUY C TpeGoBanusAMHU IIpaBun
HaJuleXkalled MPOU3BOACTBEHHONW INpakTuky EBpa3suiickoro sKOHOMHUYECKOrO COH03a U TpeOOBaHMAMH KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX CPEACTB, a TaKKe B COOTBETCTBHM CO crneuuuKalusMM, COIEPKAIUMHCI B
PEFUCTPALUOHHOM HOCHE CIPAHBI-MMIIOPTEPA. 3AUCH 1O NPORSBOACIBY, YUAKOBKE M 4HAIUZY LPUBEPEHDb, W
YCTaHOBJEHO MX COOTBeTCTBHE TpeboBaHuam [IpaBun Hamnexaiiedl NpoH3BOACTBEHHOW NpakTukd EBpazuiickoro

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanne: Ipoaykr coorBercTByeT TpeboBanusm HJ| 3aknrouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: [Mpoeepeno: [poeepeno (AOK): ||OnoGpeno: ObecrieyeHne kadyecTBa/OTBETCTBEHHOE
Pravesh Rana Pardeep Kumar Amit Kumar " TTHILLO: /\
{ K=? 1 |

£ = L
Date / 30-11-2025 Date / 30-11-2025 ||[Date /30-11-2025 Date / g@ — |20 15~
Hara: Jlara: Jlata: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2300, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
UG ykaun FOunop®, Tabaerku ancneprupyembie [1s gereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust Ne : s Pasmep cepuu : 1500000.0 Tab
Analytical Repo:‘t No/ 040003193358 Date of Analysis / 30-11-2025
AHANUTHYECKHIT oTueT N : JlaTa ananu3za:

Date of Manufacture / 11/2025 Date of Expiry / 10/2030

JlaTa NpoH3BOACTBA : I'ogen go :

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

3KOHOMHYECKOIo COro3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: IIponykt coorBercTByeT Tpebopanusam HJJ 3akmwouenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / |[Approved by: Quality Assurance/Authorized person /
[ToarororneHo: IIpoBepeHo: [Tposepeno (AOK):  [|OnoGpeno: ObecnedeHue kauectBa/OTBETCTBEHHOE
Pravesh Rana Z Pardeep Kumar Amit Kumar , ||anno: blf: v
OI/; ;\ = /. O /% ‘
Date / 30-11-2025 Date / 30-11-2025  ||Date /30-11-2025 Date / 9 o 1 |~10 v
Jara: Hara: Jlara: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drreddys.com



