Dr.Reddy’s ":‘

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Page 1 of 5/Ctp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOHHOp®, TabieTKu Jucneprupyemsle [ans aerei], 100 mr -+ 125 mr

Batch No / Cepus Ne : V2300423

Batch Quantity /- O6bem naptum : 547.500kg.

890001650163

Analytical Report No / AHanuTH4yeckuii oryer No : Date of Analysis / Jlata ananun3za: 16.03.2023

Date of Manufacture / Jlata npon3soacTsa : Feb-2023 |Date of Expiry / Cpok rognocts : Jan-2028

Analysis performed according ND / Auasius npoeenen no HJI: I1 N011252/02-041021

m Test / IToxazarenn Results / Pe3yJbTaThl Specification / Hopma
(1 Description / Onucanne Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyriaple — mnockouuiuHapuyeckuelKpyrasle  IUIOCKOUMIMHAPHYECKHE
rabneTkn  pPO30BOro  uUBeTa  CTabNeTKH  pO30BOTO  LBETa ¢
BKparieHusMH, ¢ hackoit 1 puckoii HaBKpanieHusiMu, ¢ Gpackol u prckoi Ha
OHOMH CTOPOHE,01HOI1 CTOpOHE,
C XapaKTepHbIM 3aI1aXO0M. C XapaKTepHbIM 3aIllaxoM. —
2 Identification / Complies as prescribed/ The retention times of the main peaks
MMoaMHHHOCTL COOTBETCTBYET 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 (section Assay). / Bpemena
VIEP/KNBAHNS OCHOBHBIX [1HKOB HE
XpomMaTorpamme HCIIBITYEMOTO
PACTBOPA JIOKHBI COOTBETCTBOBATE,
BpEMEHAM  YZIEPACHBAHMS [HKOB Ha
Xxpomarorpamme pacTsopa
| CTaHAapTHLIX 00pasuoeB HoynpofeHa
| i riapaneramosia (pasuen
L S «KonnuecTsenHoe onpeseneHney).
Remarks : The Product conforms to ND/ Opinion : APPROVED
I pumeuanune: [TpoaykT cootBercTByeT TpeboBanusam H/I 3axnwuenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toxrotoenexo: Iposepeno: Ramakant u\ Onobpeno: Menemxep /
Ankaj Verma V )/ | Pykosoaurens Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:
Jata: 16.03.2023 JHata: 16.03.2023 Hata: 16.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, mydainihn
Tel: +91 40 4800 2900, Fax: +91 /U 4

00034, Telaneana, Indin

Dorreddys.cem
CIN: L85195AF1934PLC0C4567

www drreddyvs.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : 491 98166 56001-02
www.drreddys.com

Page 2 of 5/Ctp. 2 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun IOunop®, TadueTku qucneprupyemsle [nas xereid], 100 mr + 125 mr .

Batch No / Cepust Ne : V2300423

Batch Quantity / O6wem napruu : 547.500kg

890001650163

Analytical Repoirt No / AHanuTHyeckuii oTyeT Ne :

Date of Analysis / lata ananu3za: 16.03.2023

Date of Manufacture / JlaTa npon3BoacrTna : Feb-2023

Date of Expiry / Cpok rogHoctu : Jan-2028

Analysis performed according ND / Anaius npoeenen mo HJ/I: I1N011252/02-041021

(Q) CuisHisOs

(Q) CgHoNO;

is  formed

; ] Test / Iloka3aTenb Results / PeyabTaThl 'Speciﬁcation / Hopma
3 Average weight of tablets / | 366.5 mg/ 366.5 Mr ]357.7 mg to 372.3 mg (365.0 mg +
Cpennsisi Macca Ta0JIeTOK | 2.0 %). /Ot 357,7 mr no 372,3 mr
i Complies/cOOTBETCTBYET (365,0 Mr +2,0 %)
[
4 Disintegration / 00 min:26 Seconds/00 muH 26 Sec |[Not more than 3 min /
PacnagaemocTh He Gonee 3 MuH
5 Dissolution / ' 98% to 100 % Not less than 70% (Q) of Ci3sHsOq
[PacTBOpenue ‘ (ibuprofen) after 30 min / f
I He wmenee 70 %
(10ynpoden) uepes 30 MuH
l 98% to 101% Not less than 70% (Q) of CsHsNO,
[ (paracetamol) after 30 min /
He wmenee 70 %
| o - (napaueramon) depes 30 MuH
6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through
IucnepcHOCTH the 710 um sieve
Obpazyercs OZHOPOAHAS CYCHEH3MHS,
MPOXOJIsiLLAs Hepes CHTO ¢ pasMepoM
oreepeThii 710 mkm
;.N'e J'T est / IlokasaTein ’ Results / PesyabTaThl !Speciﬁcation / Hopma

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBaeHo: ﬂ) ITpoeepeno: Ramakant @ _ Opnobpeno: Menemxep /

Ankaj Verma / PykoBoautenp Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:

Hara: 16.03.2023 Hara: 16.03.2023 Hara: 16.03.2023

Aegistered Ulfice: ¢-2-357, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: £91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLCO0A507
www.drreddys.com



Dr.Reddy’s €%¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 o
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Page3 of 5/Crp.3n3 5

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

Batch No / Cepus Ne : V2300423

M6yxand FOHuop®, TabaeTky Aucneprupyemeie (s gerei], 100 mr + 125 mr
Batch Quantity / O6bem napruu : 547.500kg

890001650163

Analytical Report No / AHanuTHYecKHii oT4eT No :

Date of Analysis / Jlata ananu3a: 16.03.2023

Date of Manufacture / /Ilata nponszBojactna : Feb-2023

Date of Expiry / Cpok rogsocrs : Jan-2028

Analysis performed according ND / Auanns nposenen mo HI: TTI N011252/02-041021

7 jRelated substances /
IPogcTBeHHbIE IPUMeECH

!Method 1/Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
coepKaHus ConepKanus
4-amuHObeHoIa

Method 2 / MeTtog 2 — |
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HeUIeHTH (UL POBAHHBIX
npumecei uGynpodeHa u
mapaueramosia

0.0001%

BDL (Disregard Area 6783)

0.0001%

4-aminophenol (paracetamolgpu?ity)/—
4-amuHOPEeHo N (IpUMech napaueTamonah
- not more than 0.005% / He 6onee 0,005
%o

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Eannuvnas
HeueHTUPHULPOBaHHAs npHUMech
nOynpodeHa Wiy napaleramona -

not more than 0.2% / ne 6onee 0,2%

Total impurities (Method 1+Method 2)
Cymma npumeceii (Metop 1 + Mertogn 2) -
not more than 0.7% / He 6onee 0.7 %

Remarks : The Producl conforms (o ND/

Ipumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanusam HJT

Opiunivn : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executiye /
IToarorosnexo: A - ITpoBepeno: Ramakant Onobpeno: Menemxep /

Ankaj Verma - PyxoBoautens Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:

Hara: 16.03.2023 JHara: 16.03.2023 Jara: 16.03.2023

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



Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6 o
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIHN3A

Page4 of 5/ Crtp. 4135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yxaun I0Ounop®, TabeTkn qucneprupyemsle [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300423

Batch Quantity / O6bem napruu : 547.500kg

890001650163

Analytical Report No / AHaanTHdeckuii oTdeT Ne :

Date of Analysis / laTta ananm3za: 16.03.2023

Date of Manufacture / /lata npon3Boactia : Feb-2023

Date of Expiry / Cpok rogHocrs : Jan-2028

Analysis performed according ND / Ananu3s nposeaen mo HJI: [TN011252/02-041021

8 Microbial limits /
Mukpobuonorudeckas
JHCTOTA

a) Total aerobic microbial
count / Ob1ee yucio .
a3pOoOHBIX MUKPOOPraHU3MOB

|b) Total combined yeasts and
mould count / Ob1iee uncio
IMPOMOKEBBIX M IIECHEBBIX

Less than 100 CFU/g/
Memnee 100 KOE/r

Less than 100 CFU/g /
Menee 100 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

‘ |— Paracetamol / mapaueramon

rpuboB Shall be absent in 1g/ OrcytctBue B L r
Absent |
c) E. coli |
9 Uniformity of dosage units / | Acceptance value (AV) should be not
(OIHOPOAHOCTH NO3UPOBAHUA 1.8 imore than 150 / [lokasateny
' npuemiieMoctd (AV) nomkeH ObITH He
- Ibuprofen / ubynpoden Oonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Ilokasarens
1.7 npuemieMoctH (AV) nokeH ObITh He

oojee 15,0 |

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cootBeTcTBYET Tpebobanusm HJ|

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToneHo: ' IIpoeepeno: Ramakant Onobpeno: Menemxep /

Ankaj Verma / PykoBoaurens Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:

Hata: 16.03.2023 Jara: 16.03.2023 Hara: 16.03.2023

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



Dr.Reddy’s €3¢

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Page Sof 5/CTp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUoyxknuu FOauop®, TabjeTkn nucneprupyemsle [1as aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300423

Batch Quantity / O6bem maptuu : 547.500kg

Analytical Report No / AHanuTH4yecknii oryer Ne : Date of Analysis / JlaTa ananu3a: 16.03.2023
890001650163
Date of Manufacture / Jlata npoussoacrsa : Feb-2023 |Date of Expiry / Cpok roauoctu : Jan-2028
Analysis performed according ND / Ananus nposenen no HJI: I1 N011252/02-041021 ]
‘10 Assay / KonudecTBeHHOe 90.0 mg to 110.0 mg of C13H 1502
| onpegeeHne (ibuprofen) per tablet /
| 100.0 mg /100.0 mMr Ot 90,0 mr mo 110,0 mr Ci3H;130,
(ubynpoden) B TabneTke
112.5 mg to 137.5 mg of CsHyNO»
124.2 mg/ 124.2 mr (paracetamol) per tablet /
Ot 112,5 mr no 137,5 mr CsHoNO,
i ) [ (napaueramon) B TabJseTke
11 Package / YnakoBka 10 tablets in PVC/Al blister. 210 tablets in PVC/AL blister. 1, 2 or 20

blisters and patient informationblisters and patient information leaflet in a
leaflet in a carton pack. / ITo 10carton pack. / ITo 10 Tabnerok B Gaucrep
rabnierok B Omacrep u3 [IBX/Aliuz IIBX/AL Ilo 1, 2 unn 20 6nucrepoB
[lo 2 Onucrepa BMecTe CBMECTE C HHCTPYKUMEH [0 MPUMEHEHHIO B
MHCTPYKLMEH MO NPUMEHEHHIO BMadKy KapTOHHYIO.
NavKy KapTOHHYIO.

12 Labeling / MapKnpOBl_ca

13 rGtorage conditions /
Xpanenue

IAccording to ND. / B cootBetctBuu ¢ H/I.

In the original packaging (blister in carton pack) at temperature below 25°C.

B opuruHansHo# ynakoeke (OnMcTep B Ia4Ke) MPH TEMIIEPATYPE HE BhILLIE
25 °C.

14 Shelf life / Cpox rogsocTh

5 years /5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [IpoaykT cooTBeTCcTBYET TpeboBanuam HJJ 3axnouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executixe /
Iloarorosnexo: ﬁ/ [Ipoeepeno: Ramakant %ﬁ\& Onobpeno: Menenxep / Q
Ankaj Verma = Pykosonutens Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:

Hara: 16.03.2023 Hata: 16.03.2023 Hata: 16.03.2023

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: L85195AP1984PLC0O04507
www.drreddys.com



