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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 1 of 6/ CTp. 1 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6 ykann FOunop®, Tabaerxku qucneprapyemsie [nuis gereii], 100 mr + 125 mr

Batch No/ V2402437 Batch Quantity / 1500000.0 tab /
Cepua Ne : Pasmep cepnu : 1500000.0 Tab
Analytical Repo:‘t No/ 040002740307 Date of Analysis / 2711.2024
AHAamuTHYecKkuii oTyer Ne : JlaTa aHa/IH3a:

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

JaTa npou3BoAcTBA : Togen no :

Analysis performed according ND / Anauu3 nposegen no HJI: JITT-Ne(004427)-(PI'-RU)-260124

Ne Test / IToxa3zareanb

Results / Pe3yabTaThl

Specification / HopMa

1 .]_)escription / Onucanue

Identification /
IMoaauHHOCTD

| Pink round flat-faced beveled-edge

tablets with impregnations and a
score-line on one side and
[ characteristic odor. /
Kpyrnble MiI0CKOUUIMHAPHYECKHE
TabneTku  po30BOTO  IIBETAa C
BKpAIJIeHHsIMH, C Packoi 1 pUCKOH
Ha OJHOM CTOPOHE, C XapaKTEPHbIM
3araxoM.

Complies as prescribed/
CoOTBETCTBYET

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrnsie
TIOCKOLMIIMHAPHYECKHUE TabneTku
PO30BOrO 1IBETA C BKPANJICHUSMH, C PacKoH
H PUCKOH Ha OJHOH CTOpPOHE, C
XapaKTepHbIM 3aI1aXOM.

I
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
yIOEPKUBAHUS ~ OCHOBHBIX  INHKOB  Ha
XpOMaTorpaMMe HUCIHBITYEMOro pacTBopa
JOJDKHBI ~ COOTBETCTBOBATH  BpEMEHaM
YIAEP)KUBAHUS TMHKOB Ha XpoOMarorpammMe
pacTBopa CTaHAAPTHBIX 00pazLos
ubynpodena u mapauneramona (pazgen
«KonnuecTBEHHOE ONpPEECICHUER).

Remarks: The Product conforms to ND/
IIpumeuanne: ITpoayKT cooTBeTCTBYET Tpebobanusam H/T

Opinion: APPROVED
3axmouenue: OOBPEHO

Prepared by /
[oarotoBneno: Noor -~
Mohammad J/)’;_,

Checked by /
ITporepeno: Santosh K@ar‘Maurya

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

Amit Kumar -
~—

Reprint Date:
Hara: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Reprint Date:  \

Jara: 27.11.2024

Registared OF

frice: 3-2-327, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India

Tel #0720 25C0 2360, Fax: +51 40 4300 2999, Email: mail@drieddys.com

CiN: L35 195AP1984PLCR0ASDT
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

N6ykaun FOnuop®, Tabaerku nucneprupyembie [1is gereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus No : el Pasmep cepuu : 1500000.0 Tab
Analytical RepOft No/ 040002740307 Date of Analysis / 27.11.2024
AHanuTHYecKHi oTyeT Ne : JaTa anaqnsa:

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

JaTa npou3BoacTna : T'oseH 1o :

Analysis performed according ND / Ananu3 nposegen mo H/L: JITI-Ne(004427)-(PI'-RU)-260124

Ne Test / Iloxa3zaTean

3 ':Average weight of tablets
/ Cpenusia macca
TabneTokK

Results / Pe3yabTaThI

Specification / Hopma i

363.6 mg/ 363.6 mr

Complies/CooTBeTCTBYET

4 | Disintegration /
PacnagaeMocTh

00 min 33 sec/ 00 mun 33 cek

5 | Dissolution /
PacTBOpeHnne

100 % to 103%

99 % to 103 %

6 |Dispersibility /
JAucrepcHocTh

Complies / CooTBETCTBYET

| Uniform suspension passing through the

357.7 mg to 3723 mg|
(365.0 mg + 2.0 %). I

Or 357,77 mr o 372,3 Mr

(365,0 mr + 2,0 %)

Not more than 3 min /

He Gonee 3 muu

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 C8HINO2
(paracetamol) after 30 min / He menee 70 %
Q) C8HINO2
(napaueramon) yepes 30 MuH

710 ym sieve is formed / OO6pasyeTcs
OJHOpPOJIHAs  CYCNIEH3us, INpoxoAsdias
yepes CUTO ¢ pazMepoM oTeepcTuit 710 MkM

{ ]

Related substances / PojicTBEHHbIE TPUMECH

Remarks: The Product conforms to ND/
Ipumeuanue: [Iponykt cooTBeTcTByeT TpeboBaHuaM HJ

Opinion: APPROVED
3akmrouenue: OJOBPEHO

Prepared by /

IMoarotoeneHo: Noor
Mohammad M

Checked by /

IMpoeepeno: Santosh Kumar Maurya

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

Amit Kumar /\/ —
_—
5

Reprint Date:
Hara: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Reprint Date:
Hata: 27.11.2024

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel #2140 4800 2260, Fax: 181 40 4900 2999, Email: mail@dieddys.com
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Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page3 of 6/ CTp. 3 u3 6

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

W6 ykaun FOnnop®, Tabaerku aucneprupyemsie [as aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402437 Pazmep cepun : 1500000.0 Ta6
Analytical Repo‘}'t No/ 040002740307 Date of Analysis / 2711.2024
AHAIMTHYeCKHIi oTyeT No : JaTta ananuza:

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

JlaTa npou3BoJACTBA : I'open fo :

Analysis performed according ND / Anasu3 nposesen mo HJI: JIIT-Ne(004427)-(PI'-RU)-260124

Ne | Test / [TokazaTeanb

l Results / Pe3yjabTaThl

Specification / Hopma

Method 1/ Merog 1
4-Aminophenol content /
Onpenenexue coep:xaHus
4-amuHodeHONa

0.001 %

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

4-amuHodeHon (mpuMech apaneramona) -
He 6onee 0,005 %

]

Method 2 / Meton 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Ornpenenenue
HEUIeHTUPHLIHPOBAHHBIX
npumMeceil nbynpodena u
napareramosna

Below BDL (BDL=0.05 %) / Huxe
ropora perucTpanyu |

(ITP =0.05%) .

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

Ennanunas HeWJIeHTH QUM POBaHHAS
npuMech HoynpodeHa WK napaieramorna -
He 6onee 0,2 %

Total impurities (Method
1+Method 2) / Cymma
npuMeceit (Merox 1 +
Merton 2)

0.001%

Not more than 0.7 % / He 6ounee 0,7 %

Remarks: The Product conforms

to ND/

ITpumeuanne: [Tpoaykr cooreTcTBYET TpeboBanusam HJJ

Opinion: APPROVED
3axawuyenne: OJJIOBPEHO

Hata: 27.11.2024

Jarta: 27.11.2024

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

[Mogroroeneno: Noor IMpoeepeno: Santosh Kumar Maurya | Onobpeno: MeHemkep / Pykosonurens

Mohammad '”,”/22;./, Amit Kumar & L
[

Reprint Date: Reprint Date: Reprint Date: V

Jara: 27.11.2024

Registerad Office: 8-2-237, Road No. 3, Banjara Rills, Hyderabad - 50G034, Telangana, India
Tl 4971 40 4500 25800, Fax: =91 40 4300 2999, Email: mail@drreddys.com

CIN: L8E195AP1584PLCOO4S07
wwnv.drreddys.com
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Dr. Reddy's Laboratories Ltd.
rorrnulaticn Unit-6

Viil. khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOurnop®, Tabaerkn aucneprupyembie [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusa Ne : el Pasmep cepnn : 1500000.0 Tab
Analytical RepOft No / 040002740307 Date of Analysis / 27.11.2024
AHATHTHYECKHI oTyeT Ne : JlaTa ananmu3a:

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

JaTta npoM3BOACTBA : Tonen g0 :

Analysis performed according ND / Ananu3s nposenen mo H: JITI-Ne(004427)-(PI'-RU)-260124

| Ne | Test/okasarems Results / Pe3yabTaThi ' Specification / Hopva
g | Microbial limits* / Muxpo6Honoruseckas 4uctota* B .
‘a) Total aerobic microbial NA Not more than 103 (fFU/g i
count / Ofiee 4nucno He 6onee 103 KOE/r
a3poOHBIX
MHKpPOOPraHH3MOB
'b) Total combined yeasts NA Not more than 102 CFU/g /
' and mould count / Ob1ee He 60onee 102 KOE/r
: YHUCJIO JIPONOKEBBIX U
' IIECHEBBIX TPHOOB
¢) E. coli NA R Shall be absent in lg /
: OrcytcTBUe B 1 T
i _9_ Uniformity of dosage units / OIHOPOAHOCTb AO3UPOBaHUS

' Tbuprofen / U6ynpoden

The acceptance value (AV) should be not |
15.0 /  Tlokazarens
npuemyieMoct (AV) nomkeH OBITH He

Paracetamol /
[Tapaueramon

| The acceptance value (AV) should be not

1.6
more than
6onee 15,0
23
more than

‘mpuemsieMoctdt (AV) pomxeH ObITh He

15.0 / IToxazatens

oounee 15,0

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoaykT cootBeTcTBYET TpeboBaHuaM HJJ

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Noor Iposepeno: Santosh Ku{m,r Maurya | OmobpeHo: Mernemxep / PykoBoauTens
Mohammad M \ ?} Amit Kumar -
7= -2 AN /X//

Reprint Date: Reprint Date: Reprint Date: |
Hata: 27.11.2024 Hara: 27.11.2024 Hata: 27.11.2024

Registerad Gt -237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel #2130 4800 2500, Fax: =€1 40 4900 2999, Email: mail@drraddys.com

CING LSE195AP1984PLCO04ECT
wwwv.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacidi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 50f 6/ CTp. Su3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yknun FOunop®, Taénerkn aucneprupyemsie [mas gereii], 100 mr + 125 mr

Batch No / V2402437 Batch Quantity / 1500000.0 tab /
Cepns Ne : Pa3mep cepuu : 1500000.0 a6
Analytical Repo:‘t No/ 040002740307 Date of Analysis / 27.11.2024
AHamaTHYeCcKHH oTyeT No ; JlaTa anasm3a:

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

|JlaTa mpon3BoacTBa : T'omen 1o :

Analysis performed according ND / Ananns nposegen mo H: JII1-Ne(004427)-(PI-RU)-260124

Ne Test / Iloxka3zaTeanb

Results / PesyabTaTnl

Specification / Hopma

10
onpenejieHHe

Assay / KontuvecTBeHHOe

99.7 mg/ 99.7 mMr

1227 mg/122.7 Mr

90.0mg to 110.0mg of C13H1802
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr C13H1802 (ubympoden) B
TabneTke |

1125mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 mMr no
'137,5mr C8HO9NO2 (mapaueramoin) Bi
| TabneTke

11 |Package / YmakoBka

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok
B Omucrep u3 IIBX/AlL Ilo 2
OnucTepa BMecTe C HHCTpyKUHMEH
00 NPUMEHEHHIO B  Ma4Ky
KapTOHHYIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in a
carton. / Ilo 10 tabnetok B 6aucrep u3
IMBX/Al ITo 1, 2 nnu 20 61uCTepOB BMECTE
C UHCTPYKIHEH 10 MPUMEHEHWI0 B MauKy
KapTOHHYIO.

12 |Labeling / MapkupoBKa

According to ND. / B coorBerctuu ¢ HJI.

13 | Storage conditions /

XpaneHue

|In the original packaging (blister

B opuriHansHol ynakoske (0JHCTeEp B Hayuke) NpH TemrepaType He Bbime 25 °C.

in carton) at temperature below 25°C. /

14 |Shelf life / Cpok
l | FOAHOCTH

5 years /5 net

Remarks: The Product conforms to ND/
IIpumeuanne: [IponykT coorseTcTByeT TpeboBanusam HJJ

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Jata: 27.11.2024

JlaTa: 27.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Noor ITposepeno: Santosh Kumar Maurya | Onobpeno: MeHemxkep / PykoBogurens

! e
Mohammad 5 _ Amit Kumar /&( S
Reprint Date: Reprint Date: Reprint Date: "

Jara: 27.11.2024

101000 2200, Fax: +91 40 4900 2998
CIN: LS5195API9SAPLCOIAEDT
www.drreddys.com

P Ofticer 8-2-337, Road No. 3, Banjara Hills, Ryderabad - 500034, Telangana, India

mizilsmail@dnaddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 u3 6

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

H6ykaun FOunop®, Tabaerkn nucneprupyembie [nis aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepnst Ne : M= D Pasmep cepuu : 1500000.0 Tab
Analytical Repo‘}‘t No / 040002740307 Date of Analysis / 27 11.2024
AHAIHTHYECKHH oT4eT No : JlaTa ana;au3a:

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

JlaTa mpoH3BOACTBA : Cogex ao :

Analysis performed according ND / Anannz nposeged no HJI: JITT-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. / UcnbiTaHHe NPOBOAUTCS TOJBKO A/ Kaxa0ii 20-H cepru WiIH 174
OJHOIi CepHH B rof, B 3aBHCHMOCTH OT TOr0, YTO HAcTynur paHee. Ilokas3aTeib MOXET OTCYTCTBOBATH B

ceancanaTe AHAJ/IH3a OPOU3BOAHUTEJISA.

API name (INN)/

Haumenosanne ADC (VHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaiietamon
API manufacturer batch number / PIBM240152 APAP/24091293
Howmep cepuu npoussoanteiiss ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHuuu FERA00561 FERA00538

npousBoaurens I'JID:

API Manufactured by & country/
IIpounspogurens ADC, ctpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren, Unaus

Granules India Ltd., India /
I'panynec Unnns JIta., Maaus

Remarks: The Product conforms to ND/

Ipumeuanne: [Iponykr coorsercTyeT TpeboBanusM HJJ

Opinion: APPROVED
3akmiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toarorosnexno: Noor IMposepeno: Santosh Kumar Maurya | Onobperno: Menemxep / PykoBomurens
Mohammad t/x)r_;_f Amit Kumar /\( -

—
Reprint Date: Reprint Date: Reprint Date: "
Hara: 27.11.2024 Hata: 27.11.2024 Hara: 27.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +01 40 1900 2260, Fax: =61 40 4900 2999, Email: mail@dyireddys.com

CIN: L85195AP1984PLCO04E0T
wiww.drreddys.com




