Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

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

Page1of 5/ Crp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6ykaun FOHuop®, TabsieTKy aucneprupyemble [ans gerei], 100 mr + 125 mr

Batch No / Cepust Ne : V2202239

Batch Quantity / O6bem mapruu : 547.500kg

890001626318

Analytical Report No / AHannTu4eckui otaer Ne :

Date of Analysis / JlaTa anaju3sa: 10.11.2022

Date of Manufacture / Jlata npoussoactia : Oct-2022

Date of Expiry / Cpok rogsoctu : Sep -2027

Analysis performed according ND / Anaaun3 nposeger no HJI: [1N011252/02-041021

Ne Test / Iloka3aTeab

Results / Pe3y.m>TaT_bl

1 Description / Onncanne

one side and characteristic odor. /

rabneTku pO30BOT'O uBeTa

€ XapaKTEPHbLIM 3aIaXOM.

Pink flat-faced beveled-edge tahI::l'siPink flat-faced beveled-edge téblet_j
with impregnations and a score-line onwith impregnations and a score-line on

BKpAIICHKUAMH, C HACKOi 1 PUCKOH HaBKpanaeHUAMHU. ¢ Gackoil n pUCKOit Ha
OIHOH CTOpPOHE,0/IHOT CTOpOHE,

[Spe_cification / Hopma - ‘

. .. |
one side and characteristic odor. /

Kpyriible  mIOCKOUMJIHHApUYecKneKpyriple  MIOCKOUMTHHAPHYECKHUE,

crabnerku pO30BOTO HBETa C

C XapaKTEPHLIM 3alldXOM.

3%

[dentification /
[MopstHHHOCTDL

Complies as prescribed/
CooTseTcTBYET

[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 (section Assay). / Bpemena
VAEPAKHBAHMS OCHOBHBIX MNHKOB Ha
XpOMaTorpaMme HCIBLITYEMOr0O
pacTBOpa JOMAKHBI COOTBETCTBOBATD
BpeMEHaM YIePKUBAHHA NHKOB Ha

XpOMATOrpaMme pacTeopa
cTaHaapTHuIX 00pasuos udynpodena
it napateramosa (paznen

«KonnuecTBeHHoe onpeiencHue).

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykTt cooTBeTcTBYeT TpeboBanusM H/I

Opinion : APPROVED
3akmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oxrorosnexo: IIporepeHo: Onodpeno: Menemxep /
Naresh Kumar @ Pardeep Kumar OL/ PykoBoauTenb
= ’ Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Harta: 10.11.2022 Jlata: 10.11.2022 Hata:10.11.2022

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 Q‘:'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT 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

Page 2 of 5/ Ctp. 2135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann FOnnop®, radaerkn gucneprupyemoie [aus jgereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202239

Batch Quantity / O6bem naprun : 547.500kg

[890001626318

|Analytical Report No / AHaIMTHYeCKUH oT4er Ne:

Date of Analysis / JIaTa ananu3a: 10.11.2022

\Date of Manufacture / Jlata npoussoacrsa : Oct-2022

Date of Expiry / Cpox roguoctn : Sep -2027

[A_nalysis performed according ND / Anaaus nposenen no HJI: I1NOI 1252/02-041021

Ne Fest / TIoka3zaTean

Results / PesynbTaThl

‘Speciﬁcatinn / Hopma

3 }Average weight of tablets /
|Cpe;msm Macca TabJeToK

363.5 mg/ 363.5 Mr

Complies/cOOTBETCTBYET

| Disintegration /

00 min:29 Seconds/00 mun 29 Sec

357.7 mg to 372.3 mg (365.0 mg £
2.0 %). /Ot 357,7 mr po 372,3 mr
(365,0 Mr = 2,0 %)

jNot more than 3 min /
[He 6osee 3 MUH

PacrmagaemMocTh _
5 Dissolution / 97 % to 99 % Not less than 70% (Q) of C;:H4O2
PacTBOpeHue (ibuprofen) after 30 min /
| He wmenee 70 % (Q) CiHizO
(ndynpoden) uepes 30 mun
95% to 97% Not less than 70% (Q) of CsHoNO;

(paracetamol) after 30 min /
He wmenee 70
napaueramon) 4epe3 30 MiH

6 Dispersibility /
HucnepcHOCTL

| Complies / COOTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed
O0pasyercs 0HOPOAHAA CYCTIEH3HS,
NPOXOMALLAs Hepes CHTO ¢ pasMepom

% (Q) CsHoNOy

orsepernii 710 mxm

Remarks : The Product conforms to ND/
Tpumeyanne: [Tpoaykr cootsercTByeT Tpebosanisam HJT

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 10.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: 4 IIpoBepeno: [ Ono6peno: Menemxep /
Naresh Kumar @ Pardeep Kumar PyxoBoautenb il
= - Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Jara: 10.11.2022

Hara:10.11.2022

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 &

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT 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

Page3 of 5/ Crtp.3 u3 5

Product : Ibuelin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann FOnuop®, Tabaerku aucneprupyemsle {nas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202239

Batch Quantity / O6bem maprun : 547.500kg

890001626318

Analytical Report No / AHanuTH4eckuii ot4yer Ne

Date of Analysis / JlaTa amaiuza: 10.11.2022

Date of Manufacture / Jlata npouseoactsa : Oct-2022

Date of Expiry / Cpok roasocrs : Sep -2027

Analysis performed according ND / Ananu3s nposeaen mo HJI: I1N011252/02-041021

No [Test / TlokazaTenn

7 Related substances /
PoacTBeHHBIE IPUMeECH

Method 1/ Meton 1 —
[Determination of 4-Amino
[Phenol content / Onpenenexue
conepKaHus conepKaHus
4-amuHO(EHONA

Method 2 / MeTopn 2 —
[Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenesue
HeHJeHTH(OULMPOBAHHBIX
npumecei ubynpodeHa u
napaueTramora

8 [Microbial limits /
[Muxpobuonornyeckast
YHCTOTA

Results / PesynbTaTsl

Specification / Hopma

0.00004%

BDL(Below Disregard Limit 0.05%)

0.00004%

4-aminophenol (paracetamol i@ur?y)'

4-aMUHOGEHON (npumecs
Mapaueramona) - not more than
0.005% / He 6onee 0,005 %

Any individual unidentified impurity,
of (ibuprofen or paracetamol)
EQuHAYHAA HeuJeHTHQHLUMPOBaHHAs
pUMech nbynpodena W
mapareraMmorna -

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

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

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

Less than 100 CFU/g/
Memnee 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

Remarks : The Product conforms to ND/
ITpumeuanue: [TponykT cooTBeTcTBYeT Tpebosanuam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
IToarotoBneHo:
Naresh Kumar

&

-

Checked by /
HpogepeHo:
Pardeep Kumar

sl =

-

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBosuTes @J)

Manoj Kumar

Reprint Date:
Hata: 10.11.2022

Reprint Date:
Hara: 10.11.2022

Reprint Date:
Jara:10.11.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Paged4 of 5/ Crp.4u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HoyknuH IOaH0p®, TabneTkn Aucneprupyemble [nig aerefi], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202239

890001626318

Analytical Report No / Anannrudyeckuii otuer Ne :

Batch Quantity / O6bem napruu : 547.500kg

Date of Analysis / laTa anamm3a: 10.11.2022

Date of Manufacture / /Ilara npou3zsoactsa : Oct-2022

Date of Expiry / Cpok rogaocty : Sep -2027

|Analysis performed according ND / Ananus nposegen mo HJI: 1 N011252/02-041021

count / Ob1ee yucno

23poOHBIX MUKPOOPraHU3MOB Absent Shall be absent in 1g / OTcyrcTBue B 1
| r
b) Total combined yeasts and
mould count / Ob1iee uncio
IMPOMOKEBBIX U TJIECHEBBIX
rpuboB
c) E. coli
0 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOPOAHOCTL 103U POBAHHS 1.8 more than 15.0 / HOKa3aTem;l
npueMieMocTd (AV) 10JDKEH ObITH He
- Ibuprofen / ubynpoden banee 15,0 |
Acceptance value (AV) should be not
more than 15.0 / Tloka3arens
1.8 npuemieMoctu (AV) nomxeH OblTh HE
+ Paracetamol / mapaueTamod oonee150
10 Assay / KonnuecTBeHHOe |9(I‘0 mg to 110.0 mg of C13H50:
| onpenenenue i{ ibuprofen) per tablet /
100.7 mg /100.7 mr lO'r 90,0 mr no 110,0 mr Ci3H 50,

124.6 mg/ 124.6 mMr

(nbynpoden) B Tabnetke

112.5 mg to 137.5 mg of CsHsNO;

(paracetamol) per tablet /

Ot 112,5 mr 10 137,5 mr CsHoNO,
_(napaueramon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: ITpoBepeHo: _ Onobpeno: MeHemxkep /
Naresh Kumar @ Pardeep Kumar o:f/— PykoBonuTens
= B Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Jara: 10.11.2022 Hara: 10.11.2022 Jara:10.11.2022

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



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
CEPTUDPHKAT AHAJIU3A

PageSof 5/ Ctp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, TabaeTku aucneprupyembie [nis aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202239

Batch Quantity / O6bem naptum : 547.500kg

890001626318

Analytical Report No / Ananmurndyecknii order Ne :

Date of Analysis / JlaTa anannza: 10.11.2022

Date of Manufacture / lata npou3soactna : Oct-2022

Date of Expiry / Cpok roganocty : Sep -2027

Analysis performed according ND / Ananus nposeaen no HJI: 11 N011252/02-041021

11 Package / Y nakoBka
|
|
|
|

10 tablets in PVC/ALl blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in abhslers and patient information leaflet
carton pack. / [lo 10 Tabnetok Blm a carton pack. / Tlo 10 TaGnerok B
omucrep u3 IIBX/AL Ilo 2 onnucppnnuep n3 INMBX/AL Ilo 1, 2 nnn 20
BMECTE c MHCTPYKUUEH MOGIHCTEPOB BMECTE € MHCTPYKLEH no
PHMEHEHHUIO B a4KY KAPTOHHYIO. ‘I‘I])H’\d&i-IEHIIIO B Ma4Ky KapToOHHYIO.

12 ,fLabeling / MapkupoBKa

)According to ND. / B cootBercTBUM ¢ H/I.

13 Storage conditions /
Xpanenue

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

B opuruHansHoii ynakopke (611cTep B Ia4Ke) NPH TEMNEPATYPE HE BHILIE
25 °C.

14 !Shelf life / Cpok rognocTn

5 years / 5 net

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykT cootBeTcTBYET TpeboBanusM HJL

Opinion : APPROVED
3akmouyenne: OJJOBPEHO

Jata: 10.11.2022

Jarta: 10.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
ItoprorosineHo: IlpoBepeHo: E Onobpeno: Menenxep /
Naresh Kumar @ Pardeep Kumar ~ Pykoroputens 1
- Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Hata:10.11.2022

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
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