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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Page 1 of 6 /CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun IOHuop”, Tabetku gucneprupyemeie [ aereii], 100 mr + 125 mr
Batch No / V2302086 Batch Quantlt){f 544.5 kg
Cepust Ne : Pasmep cepun :
Analytical Repc‘)’rt No/ 890001695704 Date of Analysis / 25.10.2023
AHanmutideckuit otuer Ne : JlaTa aHanusa:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BOACTBA : I'ogen po:
Analysis performed according ND / Ananu3 nposenen no HII: T1 N011252/02-150323

Ne Test / Iloxa3aTenn Results / PesyabTaThl

Specification / Hopma

1 |Description / Onucanue Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrible  MIOCKOLMIMHAPUYECKHE
TabNeTKH  po30BOro  LBeTa ¢
BKpaIUICHUAMH, C (ackoif U puCKOH
Ha OHOI CTOpOHE, ¢ XapaKTepHbIM
3aI1axoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnbie IUIOCKOLIMITHHAPHYECKHE
TabNeTku PO30BOTO BETA c
BKpAIUIeHUsMH, ¢ (ackoi ¥ puckoi Ha
ONHOM CTOpOHE, C  XapaKTepHBIM
3amaxom.

2 |Identification / Complies as prescribed/
MoanuHHOCTH 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). /
BpemeHa  ynepxHBaHUS ~ OCHOBHBIX

IUKOB Ha XpoMaTorpamme
UCTILITYEMOTO ~ pacTBOpa  JIOJDKHE!
COOTBETCTBOBATb BpEMEHaM
yJIEepXKUBaHUSI [IHKOB Ha

XpOMaTOrpaMMe pacTBOpa CTaHAAPTHEIX
06pasioB nOynpodeHa U napaneramona

Tpameuanue: [Iponykr cootBeTcTBYET TpeboBanusam HJT

(pazzmen «KonuuecTBeHHOE
OIpeNiETIEHHE).
Remarks : The Product conforms to ND/ Opinion : APPROVED

Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoeepeno: Santgsh Kumar Maurya | Onobpeno: Menemsep / Pykosoantens
Ranjeet 8% Abhishek Chauhan [ \

= B9 .
Reprint Date: Reprint Date: Reprint Date: :
JlaTa: 25.10.2023 JlaTa: 25.10.2023 Jara: 25.10.2023

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: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmn FOunop®, Tabnetku aucneprupyembie [ais gereii], 100 mr + 125 mr

Batch No / V2302086 Batch Quantlty'! 544.5 kg
Cepust Ne : Pasmep cepnn :

Analytical Repgrt No/ 890001695704 Date of Analysis / 25.10.2023
Ananutiueckut otder No : JlaTta aHanu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlata npoW3BOJCTBA : T'open 1o :

Analysis performed according ND / Ananus nposeaes no HJI: [1N011252/02-150323

No Test / Iloka3aTesan Results / Pe3yapraThl Specification / Hopma
3 | Average weight of tablets / 365.1 mg/ 365.1 mr 357.7 mg to 372.3 mg
Cpeanssa macca TabaeTok . (365.0 mg +2.0 %). /
Complies/CooTBETCTBYET Ot 357,7 r 10 372,3 Mr
(365,0 Mr = 2,0 %)
4 | Disintegration / 00 min 20 sec / 00 MuH Not more than 3 min /
Pacnagaemocts 20 cex He Gonee 3 mun
5 |Dissolution / PacTBopeHue 97 % to 100 % Not less than 70 % (Q) of Ci3HisOs
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi302
(ubynpoden) uepe3 30 MUH
95 % to 98 % Not less than 70 % (Q) of CsHoNO;
(paracetamol) after 30 min / He menee
70 % Q CsHoNO;
(napauetamonn) yepes 30 MHH
6 | Dispersibility / Complies / CootsercTByer | Uniform suspension passing through the
JucnepcHOCTh 710 um sieve is formed / Obpazyercs
OIHOpPOOHAS CYCHCH3HUs, MPOXOJsLLAs
yepes CHTO C pasMepoOM OTBEPCTUH
710 MKM
7 |Related substances / PoacTBeHHbIe IpHMeCH

Remarks : The Product conforms

IIpumeuanue: [Tpogykr coorBeTcTBYET TpeboBanusam HJI

to ND/

Opinion : APPROVED
3aximouenne: OJJOBPEHO

Prepared by / ‘ Checked by / Approved by: Manager/Executive /
[ToarorosneHo: @/ [Mpoeepeno: Santosh Kumar Maurya | Onobpeno: Menenxkep / Pykosonutess
Ranjeet ( Abhishek Chauhan \

Reprint Date: Reprint Date: Reprint Date: \

Jlata: 25.10.2023 Hara: 25.10.2023 Hara: 25.10.2023

Registered Uttice: 8-2-33/, Road No. 3, banjara HItls, Hyderabad - SUUU34, lelangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxana IOnuop”, Tabnetku aucneprupyemsie [1is gereif], 100 mr + 125 mr

Batch No/ V2302086 Batch Quantity / 544.5 kg
Cepust Ne : Pa3smep cepun :

Analytical Repc:rt No/ 890001695704 Date of Analysis / 25.10.2023
AdanuTudeckui otyeT No : JlaTa aHanuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlata mpou3BOACTBA : T'open j10 :

Analysis performed according ND / Ananu3 nposeaes no HJI: ITN011252/02-150323

Ne Test / Iloxazaress

Results / Pe3yabTaThl

Specification / Hopma

Method 1 / Meton 1
4-Aminophenol content /
Onpenesnenue coaeprxkaHus
4-amuHOGeHONa

0.0002%

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

4-amuHOpeHON (npumech
maparieramona) - He 6onee 0,005 %

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenne
HEeUACHTU(HLIPOBAHHBIX
npuMecet u6ynpodera u
napalreramolia

Below BDL (BDL= 0.05 %) / Huxe
TIOpOTa PeruCTpaluu
(ITP =0.05%)

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

Enunuunas  HenaeHTU(GHLUpPOBaHHAS
pUMECH ubynpodeHa UK
napareramora - He 6onee 0,2 %

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

0.0002%

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

Microbial limits* / Mukpo6uoioruyeckasi 4ucToTa*

a) Total aerobic microbial
count / ObLuee yucno
a’pOOHBIX
MHKpPOOPraHU3MOB

NA

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

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3axsmouenue: OJJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IMpoeepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / PykosoauTens
Ranjeet @-/ . Abhishek Chauha; \

—_ 33
Reprint Date: Reprint Date: Reprint Date:

JHara: 25.10.2023

JlaTta: 25.10.2023

Hara: 25.10.2023

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: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun Ounop”, Tabnetku aucneprupyemple [ans neteii], 100 mr+ 125 mr

Batch No / V2302086 Batch Quantity / 544.5kg
Cepus Ne : Pazmep cepuu :

Analytical Rep(\)'rt No/ 890001695704 Date of Analysis / 25.10.2023
AHanuTHdecKkui oTveT Ne : JlaTa aHanu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BozacTBa : ['omen 1o :

Analysis performed according ND / Ananus nposeget no HJI: TTN011252/02-150323

No Test / Iloka3zaTennb

Results / Pe3yabTaTnl

Specification / Hopma

b) Total combined yeasts NA Not more than 10* CFU/g /
and mould count / O6wee He 6onee 10? KOE/r
YHCJIO OPONOKEBBIX U

TIECHEBBIX MPHOOB

¢) E. coli NA Shall be absentin 1 g/

OtcyTrcTBHE B 1 T

Uniformity of dosage units /

OJIHOPO)LIHOCTB NO3HPOBAHHUA

Ibuprofen / U6ynpoden

1.6

The acceptance value (AV) should be not
more than 150 / Tloka3arens
npuemiieMocTi (AV) HokeH OBITh HE
oonee 15,0

Paracetamol / [Tapanieramon

1.5

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

10 | Assay/ KosnuecTBeHHOE

onpeaeenue

101.1 mg/ 101.1 mMr

125.1 mg/ 125.1 mr

90.0 mg to 110.0 mg of C;3Hi0»
(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0mMr C;3sH;sO, (ubynpodeH) B
Tabnerke

1125 mg to 137.5mg of CsHyNO;
(paracetamol) per tablet / Ot 112,5 Mr 110
137,5mMr CsHgNO, (mapaueramon) B

Remarks : The Product conforms to ND/
ITpumeuanue: I1poaykt cooTBeTcTBYET TpeboBanusaM H/I

Opinion : APPROVED
3axmouenue: OJOBPEHO

Jara: 25.10.2023

Jara: 25.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroToBIeHO: IIposepeno: Santosh Kumar Maurya | Ono6peno: Menemkgp / PykosoauTesis
Ranjeet %9 Abhishek Chauhan \

— et
Reprint Date: Reprint Date: Reprint Date:

JHara: 25.10.2023

Repgistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2939, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

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

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

Page 50f6/Ctp. Su3z 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6 yimn [Onnop”, Tabnetku ancnepripyembie [Ans feteii], 100 mr + 125 mr

Batch No/ V2302086 Batch Quantlty-/ 544.5 kg
Cepus Ne : Pasmep cepin :
Analytical Repgrt No/ 290001695704 Date of Analysis / 25.10.2023
Ananutudeckuit oryet Ne : JlaTta ananusa:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa nponN3BOACTEA ! l'oneH o :
Analysis performed according ND / Ananus npoBejieH 110 HZI: TIN011252/02-150323
Ne Test / [Toka3zareb Results / PesyabTaThl Specification / Hopma
TabneTke
711 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AL blister. 1, 2 or 20
and patient information leaflet in a|blisters and patient information leaflet in
carton. / TTo 10 ta6nerok B 6nuctep |a carton. / [To 10 Tabnetok B GyucTep 3
u3 [IBX/AL TTo 2 6ucrepa Bmecte ¢ [[IBX/AL Tlo 1, 2 wm 20 6mucTepoB
MHCTPYKLHMEH 1[0 IPHUMEHEHUIO B|BMECTE C MHCTPYKLKEH 110 NPHMEHEHUIO
[a4yKy KapTOHHYO. B Na4Ky KapTOHHYIO.
12 |Labeling / Mapxuposka | According to ND. / B cootBercTBuu ¢ HJL.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaneHnne B opurunanbHoii ynmakoske (Gnucrep B fauke) Mpy TeMIeparype He BBILIE
25 °C.
14 |Shelf life / Cpok rognoera |5 years /S JieT

* 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 IPOBOAUTCH TOJIBKO JUIS Kax10#i 20-i cepuH WJIH AJIS OJHOl CepHHU B
ro/l, B 3aBHCHMOCTH OT TOI0, YTO HACTYNHT panee. [lokasaTesh MOXKET OTCYTCTEOBATE B cepTudHKaTE aHAIH3A.

Remarks : The Product conforms to ND/
Tpumeyanne: [IpogyKT COOTBETCTBYET tpebopanuam HJI{

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Hara: 25.10.2023

Hara: 25.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IloAroTOBIEHO: IIposepeno: Santosh Kumar Maurya Onobpeno: Menepiep / Pykosoanteins
Ranjeet QA/ Abhishek Chauhan LJ \
Reprint Date: Reprint Date: Reprint Date: |

Jlata: 25.10.2023

Repislered Office, 8-2-337, Road No. 3, Bonjara Hills, Hydcrabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

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

Page 6 of 6/ CTp. 6 3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun FOunop®, Tabnetkun aucneprupyempie [1is aeteit], 100 mr+ 125 Mr

Batch No / V2302086 Batch Quantity / 544.5 kg
Cepus Ne : Pasmep cepuu :

Analytical Rep(?'rt No/ 890001695704 Date of Analysis / 25.10.2023
Ananutudeckuif otyeT No : Jlata ananu3za:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jara npou3BoJCTBaA : T'ogeH j1o0 :

Analysis performed according ND / Ananu3 nposenes no HI: IT N011252/02-150323

API name (INN) /
Hanmenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM230318 APAPE2023060682
Homep cepuu npoussoautes ADC:
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHuu FEQA00402 FEQA00329
nponssoautess I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & counfr y/ Limited, India / Conapa DxTus I'panynec Uunus Jitn., Unavs
ITpoussoaurent ADC, crpana: ®apma Caitencus Jlumuren, Uuaus

Remarks : The Product conforms to ND/
Ilpnmedanne: [IponykT coorBercTByeT TpeboBanusam HJ|

Opinion : APPROVED
3akawuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: @ - IIposepeno: Santosh Kumar Maurya | Onobperno: Menemsep / PykoBogurens
Ranjeet - (Ren__ Abhishek Chauhan \

Reprint Date: Reprint Date: Reprint Date:

Hara: 25.10.2023 Hara: 25.10.2023 Hara: 25.10.2023

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: mail@drreddys.com
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