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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Page 1of 6/ CTtp. 143 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun IOHn0p®, Tabnetkn aucneprupyemsie [ aeteii], 100 Mr + 125 Mr

Batch No / V2302085 Batch Quantlty./ 544.2 kg
Cepus Ne Pasmep cepun :

Analytical Repc:rt No/ 890001695684 Date ofAnaly.s,ls / 21.10.2023
AHanutiieckui otyet No : JlaTa aHayu3a:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa Npon3BOACTBA : ["onen Jo :

Analysis performed according ND / Ananus nposezes no HJT: TT N011252/02-150323

Ne Test / Ilokasarenn

Results / Pe3yabTaThl

Spccification / Hopma

1 [Description / Onucanue

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

score-line  on one side and
characteristic odor. /
Kpyraple nioCcKOLMIAHAPUYECKUE
TabJIeTKM  PO30BOr0  UBETa €

BKpaIlJIeHUsIMH, ¢ (ackoil U pucKoit
Ha OJHO! CTOPOHE, ¢ XapaKTePHBIM
3aMaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnbie TUIOCKOLIMIMHAPUYECKHe
TabJIeTKH PO30BOI0 BeTa c
BKpaIJIeHusIMH, ¢ (ackoil ¥ pucKod Ha
OIHONM  CTOpOHE, C  XapaKTepHBIM
3aMaxoM.

2 |Identification /
IMoaMHHOCTH

Complies as prescribed/
CooTBeTCTBYET

The retentinn 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  ynaepKWBaHUS ~ OCHOBHBIX
MHKOB Ha XpoMaTorpamme
UCMBITYEMOTO ~ pacTBOpa  JOJDKHEI
COOTBETCTBOBATh BpeMeHaM
YIEpKUBaHUS MIMKOB Ha
XpoMaTorpamMmMe pacTBopa CTaHAapTHBIX
o6pasioB nbynpodeHna u napareramona

ITpumeuanne: ITponykt cootsercTByeT TpeboBanuam HJI

(pasnen «KOHMUYECTBEHHOE
ONpEICIICHUEY).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenue: OJIOGPEHO

Jara: 21.10.2023

Harta: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrotoBneHo: IIposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / Pykosanurens
Ankaj Verma % Manoj Kumar &" I;ﬁf : ‘?
Reprint Date: Reprint Date: Reprint Date:

JlaTa: 21.10.2023

Registered Gifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29093, Fax: +91 40 4200 2999, Email: mail< drreddys.com

CIN: L85195AP1284PLCGCI507
www.drreddys.com
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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
CEPTUO®UKAT AHAJIM3A
Page2 of 6/ CTp. 2 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxaun IOnuop®™, Tabnetkn aucneprupyembie [uis aereit], 100 mr + 125 mr
Batch No / V2302085 Batch Quantlty.f 544.2 kg
Cepus Ne : Pazmep cepyd :
Analytical Rep(‘)’rt No/ 890001695684 Date of Analysis / 21.10.2023
Ananutudeckuit otyer Ne : Harta ananusza:
Date of Manufacture / 09-2023 Date of Expiry/ 08-2028
Jlata npou3BOACTBA : I'oneH 1o :

Analysis performed according ND / Auanu3 nposenet no HJI: ITN011252/02-150323

No Test / Iloxa3zaTesn Results / Pe3yabTaThl Spccification / Hopma
3 | Average weight of tablets / 363.0 mg/ 363.0 Mmr 357.7 mgto 372.3 mg
Cpennss Macca TabJIeTOK . (365.0 mg £ 2.0 %). /
Complies/CoOTBETCTBYET Or 357.7 Mr 210 372,3 Mr
(365,0 mr + 2,0 %)
4 | Disintegration / 00 min 21 sec/ 00 mun 21 cek | Not more than 3 min /
Pacnapaemoctsb He 6onee 3 mun
5 |Dissolution / PacTBopenue 99 % to 101 % Not less than 70 % (Q) of Ci3HisO:
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3His0,
(nbynpoden) uepes 30 MUH
97 % to 100 % Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % Q CsHoNO>
(nmapaneramon) yepe3 30 MHH
6 Dispersibiiity/ Complies / CooTBETCTBYET | Uniform suspension passing through the
AucnepcHocTh 710 um sieve is formed / O6pazyercs
OJIHOpPOJIHAs CYCIIEH3Ms, MpOXoAsLas
yepe3 CHTO C pa3MEepoM OTBEpPCTHUH
710 MKM
7 | Related substances / PoapcTBeHHbIe NpUMeECH

Remarks : The Product conforms

Ipumeuanue: IIpoaykT coorBeTcTBYeT Tpebopanusm HJ|

to ND/

Opinion : APPROVED
3akmouenune: OJOBPEHO

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

Iloarorosnexo: A) IIposepeno: Santosh Kugnar Maurya | Onobpeso: Menemxkep / Pyl‘\fﬁom-nenb
kaj V j d & E

Ankaj Verma / L Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 508934, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 46 4300 2999, Lmail: mzil@drreddys.com

CIN: L85195AP1984PLCOCA507
www.drreddys.com




Dr.Reddy’s Q;‘.

CERTIFICATE OF ANALYSIS

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

CEPTUOHKAT AHAJIU3A
Page3 of 6/CTp.3 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun IOnuop”, Tabnetkn aucnepripyemsie [uis aerei], 100 Mr + 125 mr
Batch No / V2302085 Batch Quantlty'/ 544.2 kg
Cepnst No Pazmep cepud :
Analytical Rep(\)'rt No/ 290001695684 Date ofAnaly.sm / 21.10.2023
Ananutnyeckuii orqyet No : Jlata aHasiu3a:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npon3BOACTBA : Topex o :

Analysis performed according ND / Aunanus nposesen no HJI: T N011252/02-150323

Ne Test / IloxazaTennb

Results / Pe3yanTaTnl

Specification / Hopma

Method 1/ Meron 1
4-Aminophenol content /
Onpenenenye CoAePKaHus
4-amuHOdeHoNa

0.0002%

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

4-aMuHOGDEHON (npumech
napateramona) - He 6onee 0,005 %

Method 2 / Meron 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HeuAeHTH(PHLIHPOBAHHBIX
npumeceit ubynpodeHa u
napaieramona

0.08%

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

EnuHuubas  HewIeHTU(HLHUPOBAHHAs
pUMech nbynpodena Ul
napaueTamona - He 6onee 0,2 %

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

0.08%

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

Microbial limits* / MukpoOunoJjiornyeckas Y4MCTOTa™

a) Total aerobic microbial
count / Ob1uee YUCIO
a’pobHBIX
MHKpPOOPraHu3MOB

NA

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykt coorBeTcTByeT TpeboBanusM HJT

Opinion : APPROVED
3akiaouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroneHo: IIposepeno: Santosh Kumar Maurya | Ono6peno: Menemxkep / PykoBoanTesns
Ankaj Verma a// Manoj Kumar ¢

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023

JHara: 21.10.2023

Jara: 21.10.2023

Registerad Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emazil: maii@drreddys.com

CIN: L85195AP1984PLC0OO4507
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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Page 4 of 6/ CTp. 4u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmmn FOuuop®™, Tabnetku aucneprapyemsle [as pereii], 100 Mr + 125 mr
Batch No / V2302085 Batch Quantlty'/ 544.2 kg
Cepus Ne : Pasmep cepuu :
Analytical Repc:rt No/ 890001695684 Date of Analysis / 21.10.2023
Ananurnveckuii orver No : JlaTa aHanu3za:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jata npou3BoACTBa : ['oneH no:
Analysis performed according ND / Anann3 nposesed no HJI: TIN011252/02-150323

Ne Test / IlokasaTesn

Results / Pe3yabTaThl

Specification / Hopma

b) Total combined yeasts NA Not more than 10* CFU/g /
and mould count / O6mee He 6onee 10> KOE/r
YHCTIO JPOXOKEBBIX U

IJIECHEBBIX IPHOOB

¢) E. coli NA Shall be absentin 1 g/

OrcyrcTBUE B 1 T

9 | Uniformity of dosage units /

OIHOPOAHOCTDH 103HPOBAHHS

Ibuprofen / U6ynpodeH

1.5

The acceptance value (AV) should be not
morc than 15.0 / IloxasaTenn
npuemieMocTd (AV) nomkeH ObITH He
boxee 15,0

Paracetamol / ITapanetamon

1.4

The acceptance value (AV) should be not
more than 15.0 / Ilokasarens
npuemiaeMocTH (AV) nomkeH OBITH HE
bonee 15,0

10 |Assay / KosiHyecTBeHHOE
omnpejeeHue

100.5 mg / 100.5 mr

124.7 mg / 124.7 mr

90.0mg to 110.0mg of Ci;sHi30:
(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr C;3HisO, (ubynpoden) B
TabneTke

1125 mg to 137.5mg of CsHoNO:
(paracetamol) per tablet /Ot 112,5 Mr 110
137,5 Mmr CsHoNO, (mapaneramon) B

Remarks : The Product conforms to ND/
Ilpumeyanne: IIpoaykT cooTBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroTosneHo: I[Tposepeno: Santosh Kymar Maurya | Ono6peno: Menemxep / Pykosonutesns
Ankaj Verma ﬁ>/ & Manoj Kumar

<
Reprint Date: Reprint Date: Reprint Date:
Harta: 21.10.2023 Jara: 21.10.2023 Hara: 21.10.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLCON4507
www.drreddys.com




Dr.Reddy’s ‘g'

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A
Page 50f 6/ CTp. 513 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yxmun FOunop”, Tabnetku aucneprupyemsie [ist aerei], 100 Mr+ 125 mr
Batch No / V2302085 Batch Quantity / 544.2 kg
Cepust Ne : Pasmep cepu :
Analytical Repgﬂ No / 890001695684 Date of Analysis / 21.10.2023
AHnanuruueckuit oruer Ne : JlaTra aHanu3a:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BOACTBA : I'onen po:
Analysis performed according ND / Ananus nposeaes no HJI: TT N011252/02-150323

nayKy KapTOHHYIO.

and patient information leaflet in a
carton. / ITo 10 Ttabnerok B 6iucTep
u3 [IBX/AL. Tlo 2 6nucrepa BMeCTe ¢
WHCTPYKLMEH [0 TPUMEHEHHUIO B

No Test / ITokazaTean Results / Pe3yabTaThl Specification / Hopma
TabneTke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20

blisters and patient information leaflet in
a carton. / ITo 10 TabneTok B 6ucTep u3
IMBX/Al Ilo 1, 2 unu 20 6nucrepoB
BMECTE C MHCTPYKIIUEH 10 IPUMEHEHHIO
B MMa4Ky KaPTOHHYIO.

12 |Labeling / MapkupoBKka According to ND. / B cootserctBuu ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHenue B opurusanbHoit ynakoBke (6icTep B nayke) IpU TEMIIEPAType HE BhILIE
25 °C.
14 | Shelf life / Cpox rogunocta |5 years /5 net

* 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. / UcnpITaHMe IPOBOAHTCS TOJIBKO JJIs1 Kaxaoii 20-# cepHH MM IS OAHOH cepuu B
roji, B 3aBUCHMOCTH OT TOI0, YTO HACTYIHT paHee. [lokazaTe/ib MOkKeT OTCYTCTBOBATh B CePTH(HKATE aHAJIH3A.

Remarks : The Product conforms to ND/

IIpumeuanne: [IponykT coorBeTcTBYyeT Tpebopanuam HJI

Opinion : APPROVED
Sakauenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ) ITpoBepeHo: Santosh Kumar Maurya | Onobpexo: Menemkep / PykoBoauress
Ankaj Verma f'}'/ L Manoj Kumar /

Reprint Date: Reprint Date: Reprint Date:

Hata: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, [ndia
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIM: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

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 6 of 6 / CTp. 6 U3 6

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

U6ykaun Onnop®, Tabnetku aucneprapyemsle [ais aeteii], 100 mr + 125 mr

Batch No / V2302085 Batch Quantity / 544.2 kg
Cepust Ne : Pasmep cepuu :

Analytical Rep(zrt No/ 890001695684 Date of Analysis / 21.10.2023
AHnanutnuecku# oruer No ; Hara ananuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BOACTBA : ['oneH o :

Analysis performed according ND / Ananus nposeaen no HJI: ITN011252/02-150323

API name (INN)/
Haunmenosanne AOC (MHH):

Ibuprofen / U6ynpoden

API manufacturer batch number /

PIBM230317, PIBM230318 APAPE2023060682
Homep cepun npouzBogurens ADC:
FP Manufacturer API Batch number /
Homep cepun cy6cTaHnun FEQA00401, FEQA00402 FEQAO00329

nponspoauTtens I'JIdD:

API Manufactured by & country /
IIpounspogurenn AD®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa 2xTuB
®apma Caitencus Jlumuren, Maaus

Granules India Ltd., India /
I'panynec Unaus JIta., Unans

Remarks : The Product conforms to ND/

Ilpumeuanne: IIpoaykt cooTBeTcTBYET TpeboBaHusam HJI

Opinion : APPROVED
Saxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: ) [TposepeHo: Santosh Kyinar Maurya | Ono6peno: Menemxkep / Pykosganrens
Ankaj Verma ﬂ/ (& Manoj Kumar du j
Reprint Date: Reprint Date: Reprint Date:

Hata: 21.10.2023 Hara: 21.10.2023 Jlata: 21.10.2023

Registered Gffice: 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
wwwAldrreddys.com

Paracetamol / [Tapaueramon




