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
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 1 of 6/CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxmn IOnuop®, Tabnetku aucneprupyembie [ans gereii], 100 mr + 125 mr

Batch No / V2302041 Batch Quantlty'/ 544.5 kg
Cepns Ne : Pa3mep cepun :

Analytical Repgrt No / : 890001695683 Date of Analysis / 21.10.2023
Anaymurndeckuii otyer No JaTa ananu3a:

Date of Manufacture./ 09-2023 Date of Expiry / 08-2028
Jlata npoussoncTea : I'opeH 1o :

Analysis performed according ND / Ananu3 nposeaen mo HJ: [TN011252/02-150323

Ne Test / TlokazaTrens

Results / PesyarTtaTh

Specification / Hopma

1 [Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrable  IOCKOUMIMELPUHECKHE
Tabnerkd  pO30BOrO0  LiBeTa  ¢C

BKPanJICHUAMH, ¢ Gackoi U pHCKOM
Ha OJHOH CTOpPOHE, C XapaKTepHBIM
3aMaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie TUIOCKOLIHIMHAPHYECKHE
TabneTkn PC30BOIC
BKpAIUIEHHAMH, C Qackof B pUCKOH Ha
OJHOM CTOpPOHE, C  XapaKTepHBIM
| 3a1maxoMm.

uBeTa c

i

2 |Identification /
TToxnuHHOCTE

Complies as prescribed/
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  yaepkuBaHMs ~ OCHOBHBIX
ITAKOB Ha XpoMarorpaMme
HCILITYEMOrO  PacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpEMEHaM
YAEPKHUBAHUS MHKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
06pasuos ubynpodena 1 napaueramona

Ipumeyanne: ITpogykT cootBeTcTBYET TpeOoBanUsM HT

(paspen «KonnuecteeHHOE
ONpeAEIeHUEN ).
Remarks : The Product conforms to ND/ - Opinion : APPROVED

3akmouenne: OJJOBPEHO

JHara: 21.10.2023

Hata: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosacH IMposepeno: Santosh Kumar Maurya | Ono6peno: Meremkep / Pykosoayrens
Swati e Y Manoj Kumar }"”M
Reprint Date: Reprint Date: Reprint Date:

JHata: 21.10.2023

Regislered Office. 8-2-337, Ruad Nu. 3, Banjaia Hills, Hyderabad - 500034, Telaigaiig, idia
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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

CEPTHO®HKAT AHAJIU3A

Page2 of 6/ CTp. 2 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6ywmun I0unop”, TabneTki aucnepripyemsie (s gereif], 100 mr + 125 Mr

Batch No / V2302041 Batch Quantlty'/ 544.5 kg
Cepua Ne Pasmep cepwyi :

Analytical Reprzrt No/ . 890001695683 Date ofAnaly.sm / 21.10.2023
Ananurugeckuit oruer Ne : Jara aHanuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa Npou3BOACTBA : |Tonex fo :

Analysis performed according ND / Anaym3 nposezien no HJI: TTN011252/02-150323

Ne Test / Tloxa3saTess Results / Pe3ynpTaThI Specification / Hopma
3 |Average weight of tablets / 365.3 mg/ 365.3 Mr 357.7 mg to 372.3 mg P
Cpepnas macca TabneTox s (365.0 mg £ 2.0 %). /
Complies/CoOTBETCTBYET Or 357,7 Mr 0 372,3 Mr
(365,0 Mr £ 2,0 %)
4 |Disintegration / 00 min 23 sec/ 00 muu 23 cek | Not more than 3 min /
Pacnapaemocrs He 6onee 3 Mun
5 |Dissolution / PacTBopeHue 98 % to 100 % Not less than 70 % (Q) of Ci3Hiz0:
(ibuprofen) after 30 min / He Menee
70 % Q Ci3H 50,
(u6ynpoden) yepes 30 MUH
96 % to 98 % Not less than 70 % (Q) of CgHyoNO;
(paracetamol) after 30 min / He menee
70 % «Q CsHyNO;
(napauetamon) uepe3 30 MuH
6 |Dispersibility / Complies / CootserctByer | Uniform suspension passing through the
JducoepcHoCTh 710 um sieve is formed / Obpasyetcs
OHOPOIHAN CYCIECH3HS, MPOXOAsIIas
Yepe3 CHTO C pa3sMepoM OTBEPCTHH

710 MM

7 JRelated substances / PoncTBeHHEBIE IPHMECH

Remarks : The Product conforms to ND/
Tpumeuanne: Ipoaykr coorBeTcTBYET TpeboBaHusaM HJJ

Opinion : APPROVED
3akitouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MogroTosnendg: INposepeno: Santosh Kumar Maurya | Opobpero: Meremkep / Pyxorogiitens
Swati . L ai Manoj Kumar { Lu.ﬁ
Reprint Date: Reprint Date: Reprint Date:

Hara; 21.10.2023 Hata: 21.10.2023 Hara: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, india
Tel: +91 40 4800 2900, Fax. +91 40 4300 2993, Eijall. mall@diieddys.cuin

CIN: L85195AP1984PLC004507
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, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

Page3of 6/ Ctp.3 n3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yrmn FOnuop™, Tabnetku Jucneprupyemsie [11a gereiil, 100 mr+ 125 Mr
Batch No / V2302041 Batch Quantlty'/ 544.5 kg
Cepnsi Ne : Pasmep cepum :
Analytical Repcirt No/ r 890001695683 Date of Analy‘sm/ 21.10.2023
AHaJIHTUYECKHUTT oTHeT Ne ; JlaTa aHanu3a:
Date of Manufacture./ 09-2023 Date of Expiry / 08-2028
Jlata npoM3BOJCTBA : T'open fio :
Analysis performed according ND / Ananus nposenen nmo HJI: I1 N011252/02-150323
-.N?_- I Test / Iloxa3zaTenn Results / PesyanTarni Spc:iﬁcam /Hopma -

Method 1/Meroa 1
4-Aminophenol content /
OnpeneneHre CoaepxKaHus
4-amuHOpEHONA

[Method 2/ Meron 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpegenenne
HeNAEeHTHOHLHPOBAHHBIX
npumecedl ubynpodeHa u
napaieraMosia

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meron 1 +
Meron 2)

0.0002%

0.67%

0.07%

|4-aminophenol (paracetamol impurity) -

not more than 0.005 % ‘
4-amMHHODEHONT (npumeck
| mapaueramona) - He Gonee 0,005 %

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

Enunuynas wengeHTHOALUpPOBAHHAS
OpHAMeECh ubynpogena M
napaneramora - He 6onee 0,2 %

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

8 |Microbial limits* / Mukpo6HoOTHYecKas YHCTOTA™

a) Total aerobic microbial
count / Ob11ee yncio
a3pOBHBIX
MHMKpPOOPraHU3MOB

NA

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

Remarks : The Product conforms to ND/
Ilpumeyanue: IIponykr cooTeeTcTByeT TpedoBanusM HIT

Opinion : APPROVED
3akawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno; [Tposepeno: Santosh Kumar Maurya | Opobpeno: Meremkep / PykoBoaytens
Swati Manoj Kumar }p'?l sl
Reprint Date: Reprint Date: Reprint Date:

Jara: 21.10.2023 Hata: 21.10.2023 JHara: 21.10.2023

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




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJT3A

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 4 of 6/ CTp. 4 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woyka [0umop”, Tabnetku aucneprupyemsie [ans jeveif), 100 Mr+ 125 mr
Batch No / V2302041 Bat(?h Quantlty' / 544.5 kg
Cepng No : Pasmep cepHi :
Analytical Report No /'~ |g000, 695683 Date of Analysis /15 14 7023
AHanuTHueckui ordeT Ne : JlaTta aHa;mu3a.
Date of ManufactfreL/ 09-2023 Date of Expiry / 08-2028
JlaTa npoH3BOACTEA : Tonen no :
Andlysis performed according ND / Ananus nposesen o HIL: IT N011252/02-150323
Ne Test / [TokazaTens Results / PesynbTaTh! Specification / Hopma
b) Total combined yeasts NA Not more than 10 CFU/g/
and mould count / O61uee He 6onee 10> KOE/r
YUCIIO APOXOKEBBIX H
| IIeCHEBbIX TPUOOB
¢) E. coli NA Shall be absentin 1 g/

OtcyrcTBue B 1 T

i 9 | Uniformity of dosage units /

OaHOpPOAHOCTH A03HPOBAHHA

Tbuprofen / U6ynpoden 13 The acceptance value (AV) should be not
more than 15.0 / Tloka3artens
npuemaeMoctd (AV) JomkeH ObITh He
6onee 15,0

Paracetamol / ITapaneramon 1.3 The acceptance value (AV) should be not

more than 150 / Ilokasartens
npremieMocTi (AV) nomkeH ObITh HE
6onee 15,0

10 | Assay/ KoaundecTBenHoe
onpeaesieHne

101.4 mg/ 101.4 mr

125.5 mg/ 125.5 mr

90.0mg to 110.0mg of Ci3H1502
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 Mmr C;3HisO: (ubynpoden) B
TabrneTke [

1125mg to 137.5mg of CsHsNO:
(paracetamol) per tablet / Ot 112,5 Mr 1o
137,5 mr CgHoNO> (napaueramoin) B

Remarks : The Product conforms to ND/
Tpumeyanne: IIpONYKT COOTEETCTBYET TpedoBauiisM HIT

Opinion : APPROVED
Zaxmoyenue: OJIOBPEHO

Prepared by /
[MToproToBiieH

Swati =

Checked by /
Ipoeepero: Santosh Kumar Maurya

-~

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoayress

Manoj Kumar Jz;ZI el

Reprint Date:
Hara: 21.10.2023

Reprint Date:
Jara: 21.10.2023

Reprint Date:
TNaTa: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 299Y, kmail: mall@drreddys.com

CIN: L85195AP1984M.C004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHU3A

PageS5of6/Ctp.5u3 6

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

U6yknun IOrKHOp”, Tabnetky aucneprupyemole [ gereii], 100 mr + 125 Mr

Batch No / V2302041 Batch Quantltj(/ S
Cepus Ne : Pasmep cepui :

Analytical Rep(zrt No/ h 890001695683 Date of Analysis / 21.10.2023
AnayuTuieckuii otyet No : Iara ananuza:

Date of Manufacture / 09-2023 Date of Expiry/ 08-2028
Jata npoX3BOACTBA ! Topen no :

Analysis performed according ND / Anannu3s nposesen no HJI: I1 N011252/02-150323

Ne | Test / Iloka3aTesb Results / P;B‘)’J'I;TaTbl Specification / Ilopma
- TabieTke
11 |Package / Ynakosxa 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. / [lo 10 TaSnertok B 6nuctep |a carten. / ITo 10 tabnerok B Gnucrep u3
u3 TIBX/AL Tlo 2 6aucrepa smecte ¢ [TIBX/AlL TTo 1, 2 wmu 20 6auctepos
MHCTPYKUMEH IO TPUMEHEHUI0 B | BMECTE C MHCTPYKLUEH [0 IIPUMEHEHHIO

nayky KapTOHHYIO. B 124Ky KapTOHHYIO.
12 |Labeling / MapkupoBka |According to ND. / B cootsercrsun ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaneHune B opururanpHOM ynakoBke (O6IHCTep B MauKe) NpH TEMIIEPAType He BhIllIe
725 G

14 |Shelf life / Cpox rogrocTn |5 years /5 ner
* 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. / McnibITaHHe IPOBOAMTCA TONLKO AN KamaokH 20-i cepHy HIIH A4S OQHOH CepHH B
FoJl, B 3aBHCHMOCTH OT TOT0, YTO HACTYIHT panee. [lokazarenb MOXKeT OTCYTCTBOBATE B cePTHGHKATE aHANU3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED

NMpumeuanne: IIpopykr cootsercTayeT Tpebosanusm HJ 3aknwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / _
HO,&TOTOBHCH@ I[Tposepeno: Santosh Kumar Maurya | OxobpeHo: Menemxep / Pykosoayreis i
Swati / @ Manoj Kumar d ' ;&i

Reprint Date: Reprint Date: Reprint Date:

Hata: 21.10.2023 Hara: 21.10.2023 Jata: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2399, Email: mail@drreddys.com
CIN: LB51Y5AP1YBAPLLCLUASY/
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHA3A

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 6 of 6/ CTp. 6 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 ﬁlg
H6yxmn IOnnop™, Tabnetky gucneprapyemsie [Juis nerei], 100 mr+ 125 mr

Batch No / V2302041 Batch Quantlty. / 544.5kg
Cepnsa Ne Pazmep cepun :

Analytical Repczﬂ No/ 890001695683 Date ofAna]y.sw / 21.10.2023
AnanuTr4eckuii otyet Ne : Jlara ananuza:

Date of Manufacturc./ 09-2023 Date of Expiry / 08-2028
Jlata nmpOM3BOICTEA Topex mo :

Analysis performed according ND / Asanus nposesen no HIL: [T NO1 1252/02-150323

API name (INN) /
Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaueTtamon
API manufacturer batch number / PIBM230317 APAPE2023060682
Homep cepun npousgoputens ADPC: . g
FP Manufacturer API Batch number /
Homep cepuu cyOcTaHmmu FEQA00401 FEQA00329
NPOU3BOAHTEIS TJId:

Solara Active Pharma Sciences Granules India Ltd., India /
APl Manufactured by & counfr y/ Limited, India / Conapa 2xTus I'pauynec Uunus JIta., Mamus
Hpoussoputens ADC, cTpana: dapma Catiencus Jinmuten, HHaus

Jara: 21.10.2023

Hara: 21.10.2023

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IponyxT cooteTcTByeT TpebosanusM H/{ 3axarouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHO: TIposepeno: Santesh Kumar Maurya | Onobpero: Menemxkep / Pykosonnresib
Swati £ Manoj Kumar

;uﬂ L
Reprint Date: Reprint Date: Reprint Date:

Hata: 21.10.2023

Registered Offices 8 2 337, Road Mo. 3, Banjara Hills, Hyderahad - SNNN34, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L88198AP1984PLCO0Y507
www.drreddys.com




