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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 5/Ctp. 113 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun JOHuop®, TabaeTkn Aucneprupyemsle st gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300395

Batch Quantity / O6vem napruu : 547.500kg

890001649745

Analytical Report No / AHanuTuyeckuii oruer No :

Date of Analysis / /laTa ananu3za: 16.03.2023

Date of Manufacture / Jlata npounssoactsa : Feb-2023

Date of Expiry

/ Cpoxk rogHoctH : Jan-2028

Analysis performed according ND / Anasms nposegen mo H/I: [T N011252/02-041021

N h"est / IToka3aTesb

Results / Pe3yibTaTh

Specification / Hopma

1 Description / Onucanue

with impregnations and a score-line on
one side and characteristic odor. /

Kpyribie TUIOCKOLUATHH APHYECKHE,
TabJeTKH  pO30BOrO  IBETa  C

ONHOMH
C XapaKTepHBIM 3aI1aXOM.

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tabletg

BKpAIIEHUAMM, C packolt 1 puckoi HABKpPATIEHAIMH, C tackoii ¥ puckoit Ha:
CTOPOHE.0AHOH

with impregnations and a score-line on
one side and characteristic odor. /
Kpyrasie  IUIOCKOUMIIMHAPHUYCCKHUE
TadNeTKH  pO30BOrO  UBETa  C

CTOPOHE,
€ XapaKTEPHBIM 3aI1aXOM.

[25]

Identification /
MoaannHOCTS

Complies as prescribed/
COOTBETCTBYET

The retention times of the main peaks
on the chromatogram of the test
golution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
olution (section Assay). / Bpemena
YEPXKUBaHHS OCHOBHBIX IIMKOB HA
Xpomarorpamme UCIIBITYEMOTrO
pacTBopa OJDKHBI COOTBETCTBOBATH
BpeMeHaM YZAEpXUBaHUS [MKOB H3
Xpomarorpamme pactBopa
CTaHAapTHRIX o0pa3loB uOynmpodeHa
i napaueramosa (paznen
«KONM4eCTBEHHOE OIIPEACICHHUEY). ‘

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogykT cootBeTcTBYeT TpeboranusiM HJI

Opinion : APPROVED
3aknwyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroenexo: IIpoBepeno: Ramakant Onobpeno: Menemkep /

Ankaj Verma Pykxoroautens Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:

Hara: 16.03.2023 Hara: 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
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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
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page2 of 5/Crp. 23 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun IOanop®, TabaeTkn qucneprupyemble [nis gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300395

Batch Quantity / O6bem naptuu.: 547.500kg -

890001649745

Analytical Report No / Ananmutnyeckuii order Ne :

Date of Analysis / /laTa ananun3za: 16.03.2023 - -

Date of Manufacture / lata npou3sBoactsa : Feb-2023

Date of Expiry / Cpok rogHocTH : Jan-2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: [1N011252/02-041021

Ne Test / Hoka3zarenn Results / Pe3yabTaThl Specification / Hopma
3 Average weight of tablets / 364.4 mg/ 364.4 mMr 357.7mgto372.3 mg (365.0 mg+ |
Cpeansst macca TabJ1eTOK 2.0 %)./ Ot 357,7 mr 0o 372,3 Mmr |
Complies/cooTBETCTBYET (365,0 mMr = 2,0 %) [
4 Disintegration / 00 min:25 Seconds/00 muu 25 Sec  [Not more than 3 min /
PacnagaeMocTh He 6o5ee 3 MuH
S Dissolution / 99% to 101 % Not less than 70% (Q) of C;3H;30;
PacTBOopenune (ibuprofen) after 30 min /
He wmenee 70 % (Q) CisHisO;
(1Gynpoen) gepes 30 MuH
98% to 101% Not less than 70% (Q) of CsHoNO;
[ (paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNOo
(napaueramonn) yepes 30 MUH |
0 Dispersibility / Complies / CooTBETCTBYET Uniform suspension passing through
JlacnepcHOCTD the 710 um sieve is formed
OOpasyeTrcst OAHOPONIHAK CYCHEH3HS,
npoxofdLlas 4epes chTo ¢ pasMepom
orepeTuii 710 MrM

B3

TTest / ITokazaTe/b

‘ Results / PesyabTaThl

’Speciﬁcation_/ Hopma

Remarks : The Product conforms to ND/
IIpumeyanmue: [Tponykt cooTBeTCTBYET TpeboBaHusM HJI

Opinion : APPROVED
3akmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBnexo: ] IIpoBepeno: Ramakant Onobpeno: Menemxep /

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

Hara: 16.03.2023 Hara: 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
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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

CEPTHOUKAT AHAJIN3A

Page3 of 5/ CTp.3u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyknnn FOunop®, TabyieTku gucneprupyemMsle [aas gereii], 100 mr + 125 mr

Batch No./ Cepus No : V2300395

Batch Quantity / O0bem naptun : 547.500kg

Analytical Report No / AHaguTHYecKHii oTueT No :
890001649745

Date of Analysis / Jlata ananu3za: 16.03.2023

Date of Manufacture / Jlata npousBoactBa : Feb-2023

Date of Expiry / Cpok rogsocry : Jan-2028

Analysis performed according ND / Ananu3 nposeaen no H/I: [1N011252/02-041021

7

Related substances /
PomcrsenHble mpHMecH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenexue
COIepKaHusl COAEPIKAHHS
4-amuHOdeHoa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpenenexHue
HeUISHTU(DUIIHPOBAHHBIX
npumMecei HoynpodeHa u
[napaneramona

0.0001%

BDL (Disregard Area 6783)

0.0001%

4-aminophenol (paracetamol impurity) / |
4-amMuHOMEHO (TIpUMECH NapaleTamoa)
- not more than 0.005% / He 6onee 0,005
%o

Any individual unidentified impurity ofrI
(ibuprofen or paracetamol) / Enunuunas
HeueHTHHULMPOBAHHAS NpUMecH
1bynpocdeHa UM napaleramoa -

inot more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2) /
Cymma npumeceit (Meton 1 + Merop 2) -
not more than 0.7% / ve 6onee 0.7 %

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJ

Opinion : APPROVED
3akmouyenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTtoBneHo: ITpoBepeHo: Ramakant Opnobpeno: Menemxep /

Ankaj Verma / ) Pykosogirens Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:

Hara: 16.03.2023 Hata: 16.03.2023 Hara: 16.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIM3A

Page4 of 5/CTp. 413 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun Ounop®, Tabaerkn qfucneprupyemble [pasa aereii}, 100 mr + 125 mr

Batch No / Cepust Ne : V2300395

Batch Quantity / O6bem maprun : 547.500kg

890001649745

Analytical Report No / Ananurnyecknii oryer Ne :

Date of Analysis / /laTa ananu3a: 16.03.2023

Date of Manufacture / laTa npoussoacTsa : Feb-2023

Date of Expiry / Cpok rogunoctu : Jan-2028

Analysis performed according ND / Ananns nposenes mo H/: T1 N011252/02-041021

Microbial limits /
Muxpobuosoruaueckas
YHCTOTA

a) Total aerobic microbial
count / O61ee yucino
A9POOHBIX MUKPOOPTaHM3MOB

3

b) Total combined yeasts and
mould count / Obuiee ynucno
MPOXOKEBBIX H MIECHEBBIX

Less than 100 CFU/g /
Menee 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

rpu6oB Shall be absent in 1g/ OTcyTcTBHE B 1 T
Absent
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be nof]
OAHOPOAHOCTH A03UPOBAHHS 1.5 more than 150 / Ilokazarens
npuemsieMoct (AV) momkeH OBITh Hel
- Ibuprofen / ubynpoden bonee 15,0
/Acceptance value (AV) should be nof
more than 15.0 / [lokazareny
1.5 npuemiemoctd (AV) nomxeH ObITh Hej

- Paracetamol / napaueTramos

bonee 15,0

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

Opinion : APPROVED
3axuouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executiye /
IToaroroeneHo: ﬁ/ [IpoBepeno: Ramakant Onobpeno: Menenxep /

Ankaj Verma ) PyxoBoauTtens Ajay Sharma
Reprint Date: Reprint Date: ' Reprint Date:

Hara: 16.03.2023 Hara: 16.03.2023 Hata: 16.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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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

Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
PageSofS/Ctp.5u3 5
Product : Ibuelin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxkaun FOunop®, TabaeTku aucneprupyemsole [aist gereii], 100 mr + 125 mr '
Batch No / Cepus Ne: V2300395 Batch Quantity / O6bem napruu :-547.500kg
Analytical Report No / Anannruyeckuii oryer Ne : Date of Analysis / JlaTa ananusa: 16.03.2023
890001649745
Date of Manufacture / Jara npousBoactsa : Feb-2023 |Date of Expiry / Cpok rogHoctd : Jan-2028
Analysis performed according ND / Anaan3 nposeaen mo HJ/I: T1NO011252/02-041021
10 Assay / KostnuecTBeHHOE 0.0 mg to 110.0 mg of C13H130,
onpene/IeHHe (ibuprofen) per tablet /
99.2 mg /99.2 mMr b‘r 90,0 mr 10 110,0 mr Cy3H 50,
(ubynpoden) B TabneTke
112.5 mg to 137.5 mg of CsHoNO,
123.9mg/ 123.9 mr (paracetamol) per tablet /
Or 1 12,5 MI" IO 137,5 Mmr CsHoNO;
- | N B {napaiteramon) B TabJeTKE
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 10gcarton pack. / ITo 10 Tabnerok B 6nucrep
rabnerok B 6muctep u3 TIBX/Aljuz TIBX/AL Ilo 1, 2 unu 20 6nuctepos
[lo 2 Onucrepa BMecTe ¢BMeCTE C MHCTPYKIMEH MO MPUMEHEHUIO B
ITHCTPYKIE]i 10 MPHUMEHEHHIO EJI'[&‘EK}’ KapTOHHYIO.
- [1a4Ky KapTOHHYIO. .
12 Labeling / MapkupoBka IAccording to ND. / B cootBercTBuu ¢ HJI.
[
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHnne
B opuruHanbHON ynakoske (OucTep B Tayke) MpU TEMIEpAType HE BBIILE
25 °C.
14 Shelf life / Cpox rognocTi |5 years /5 net
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanme: IIponykr coorBeTcTBYeT TpeOosanusmM HJI 3axmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroneHo: /#P [Iposepeno: Ramakant Opnobpeno: Menemxep /
Ankaj Verma / PyxoBoautent Ajay Sharma
Reprint Date: Reprint Date: ' Reprint Date:
Jara: 16.03.2023 Hara: 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
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www.drreddys.com




