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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 1 of 5/Ctp. 1 m3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann IOanop®, TabeTky ancneprupyempie [Aas gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201617 Batch Quantity / O6bem maprun : 547.500kg
Analytical Report No / Ananurudeckuii oraer Ne : Date of Analysis / ]aTa anaiu3sa: 28.08.2022
890001610126

Date of Manufacture / Jlata nponssoactsa : Jul-2022 | Date of Expiry / Cpox roaHOCTH : Jun-2027

Analysis performed according ND / Anasns nposeaen no HJL: TINO1 1252/02-041021

No Test / Ilokasaresb ~_Results / PesyabTaThl Specification / Hopma ]
Description / Onucanne Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets|
with impregnations and a score-line orﬁ«'ith impregnations and a score-line on
one side and characteristic odor. / lone side and characteristic odor. /
Kpyrnple — nuockoumnuuapuueckueKpyribie  MJI0CKOUMIMHAPHYECKIE
rabnerkn  posoBoro  IBera  crabneTku  po3oBoro - UBETa €
BKpanIeHnsMH, ¢ Gackoll U PUCKON HABKparIeHHAMH, C HackoH W PUCKOH Ha

: 0JIHOM CTOPOHE,0/IHOM CTOPOHE,
| ¢ XapakTepHbIM 3aIaxoM. ¢ xapakTepHLIM 3alaXxoM. |
2 Identification / Complies as prescribed/ The retention times of the main peaks|

[loaIMHHOCTH 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  standard
solution (section Assay). / Bpemeﬂai
ylepiknBaHusi OCHOBHBIX [HKOB H
XpoMaTorpaMmme HCTBITYEMOT
PACTBOPA JOJDKHBI COOTBETCTBOBATH
BpPEMEHAM YASPKHBAHUA MHKOB H

XpoMarorpaMme pactBopa
cTaHnapTHLIX 00pasuoB ndynpodeH
1 napaieramona (pasnen

«KONHUYECTBEHHOE OMPEJENCHHEY).

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpameuanne: [Tpoaykt coorBeTcTBYET TpeboBarusM HJ| 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxroroeneHo: [1porepeHo: Onobpeno: Menemxep /
Manish Shapma—y=— - | Himesh [(1.1@53___,’;:‘ Pyxoroaurtens jr— L(

g Manoj Kumar S
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.08.2022 Hara: 28.08.2022 Harta:28.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91. 410 1900 2900, Fax: +91 40 41900 2999, Email: mail@d: reddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

Dr. Reddy's Laboratories | t.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INp|A
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www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxnansd IOHnop®, TabsieTku JHCneprupyemble [ansa aerei], 100 mr + 125 mr

Batch No / Cepns Ne : V2201617

Batch Quantity / O6bem maprtuu : 547.500k g

890001610126

Analytical Report No / AnannTuaeckmii oTgeT No :

Date of Analysis / lata anaimu3a: 28.08.2022

Date of Manufacture / JlaTa nponssojcrsa : Jul-2022

Date of Expiry / Cpok roanoct : Jun-2027

Analysis performed according ND / Anann3 npopenen o HJI: I1N011252/02-041021

Ne

Test / Iloka3zaTenn

Results / Pe3yJ'ﬂ>ETbl

Specification / Hopma

B Average weight of tablets /
Cpenusis Macca Tabnerok

366.2 mg/ 366.2 Mmr

Complies/cOOTBETCTBYET

" 1357.7 mg to 372.3 mg (365.0 mg +

2.0 %). /Ot 357,7 Mr 0o 372,3 mr
(365,0 Mr 2,0 %)

Not more than 3 min/

4 isintegration / 00 min:37 Seconds/00 muHn 37Sec
PacnanxaeMocThb He Gonee 3 muH y

5 Dissolution / 95% to 100% Not less than 70% (Q) of Ci3Hi50:
PacTBOpeHne (ibuprofen) after 30 min /

95% to 98%

He wmenee 70 % (Q) CizsHisOs
(ndynpoden) uepes 30 mun

Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min / 1
He wmemee 70 % (Q) CsHyNO,
(napaueramon) uepes 30 Mun

] Dispersibility /
/lucnepcBOCThL

Complies / CooTBeTcTBYET

Uniform suspension passing through
the 710 pm sieve is formed

O0pazyercst OAHOPOJIHAA CYCHEH3NS,
Npoxoasiias Yepe3 CUTO ¢ pasmMepoM
orBepctHii 710 MM

Remarks : The Product conforms to ND/
ITpumevanne: IIpoaykT coorBeTcTBYET TpeboBansM HJL

Opinion : APPROVED
3axiarouenne: OJOBPEHO

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

IToxroroBneHo: IIposepero: Onobpeno: Menemxep /

Manish Sharmac— ;. .~ Himesh KLEBS_,__D Pyxosoaurens -~
égzé’?;f“/ ' Manoj Kumar f'}h’ LL‘—(

Reprint Date: Reprint Date: Reprint Date:

Hata: 28.08.2022 Jara: 28.08.2022 Jara:28.08.2022

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

CIN: L85195AP1584PLC0O04507
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T e———— =



Dr.Reddy’s ":‘.
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CEPTUOHKAT AHAJIU3A

Dr. Reddy's Laboratories {4,
Formulation Unit-6
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykana FOunop®, Tabnerku ancneprupyemsle [ais aereii], 100 mr -+ 125 mr

Batch No / Cepusi Ne : V2201617

Batch Quantity / O6bem napruu : 547.500kg

890001610126

Analytical Report No / AHaanTHYecKMit oTaeT Ne :

Date of Analysis / /IaTa anammsa: 28.08.2022

Date of Manufacture / {ata nponssoacrsa : Jul-2022

Date of Expiry / Cpok rofinocts : Jun-2027

Analysis performed according ND / Auasn3 nposegen no HJT: TI N011252/02-041021

Ne  [Test/ Iloka3zaTens

Results / Pe3y?b;an,1

Specificaiion / Hopma

i7 Related substances /
' PoicTBeHHbIE IPHMeECH

Method 1/ Metox 1 —
Determination of 4-Amino
Phenol content / OnpenencHue
CoZIepXKaHus colepxaHns
4-amuHOpEHONIA

Method 2 / Metopn 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HEHIESHTU QUL POBAHHbIX
npumecei n6ynpodeHa u

| napalieTaMmosna

0.0001%

BDL (Disregard Limit: 0.05%)

0.0001%

4-aminophenol (paracetamol_;ripurity)

4-amuHOMEHON (ripumech
napaileramona) - mnot more than
0.005% / ue 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
[Enuuuubas HeMAeHTU(GULUPOBaHHAS
npuMech ubynpodeHa Unu
napaiietamona -

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

Total impurities (Method 1+Method 2)
Cymma npumeceii (Meron 1 + Meton,
2) - not more than 0.7% / ne 6onee 0.7
%o

8 Microbial limits /
MukpobHosornueckas
HHCTOTA

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

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

INot more than 1000 CFU/g/
He Gonee 1000 KOE/T

)N ot more than 100 CFU/g /
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
Tpumeuanne: [IponykT cootBercTByeT TpeboBanuam HI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

INoaroroBneHo: [IporepeHo: __ | Onobpeno: Menenxep / _

Manish Sharma.— 4 -+ . Himesh Kuwéf————() PykoBopamuTesnb _ \M
“/f/f;;—-/'}"/ Manoj Kumar e

Reprint Date: Reprint Date: Reprint Date:

Jlara: 28.08.2022 Hara: 28.08.2022 HaTa:28.08.2022

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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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badgi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknnn FOanop®, TabaeTkn qucneprupyemole [1is aerei], 100 mr + 125 mr

N

Batch No / Cepns Ne : V2201617

Batch Quantity / OGbem naprun : 547.500k

890001610126

Analytical Report No / AHanaTu4decKkuii orger No :

Date of Analysis / Jlara anannsa: 28.08.2022

Date of Manufacture / laTa npousBoacrsa : Jul-2022

Date of Expiry / Cpok roamocrs : Jun-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: TIN011252/02-041021

l ') Total aerobic microbial
count / Ob1Iee YUCTO

1

]

|

124.3 mg/ 124.3 mr

A9pOOHBIX MUKPOOPTraHM3MOB Absent Shall be absent in 1g/ OTcyTcTBHE B li
r 1
b) Total combined yeasts and
mould count / O61uee qucno
JIPOMOKEBBIX U IIIECHEBBIX
Irpubos
||
c) E. coli - _
9 Uniformity of dosage units / Acceptance value (AV) should be not
OIHOPOAHOCTH JO3UPOBAHMA 1.8 more than 15.0 / Ilokazarens
npuemieMocT (AV) I0DKEH ObITh HE
- Ibuprofen / ubynpoden Honee 15,0
Acceptance value (AV) should be not
more than 15.0 / Ilokasarenp,
1.8 npuemiemoct (AV) 10oKeH ObITh He
- Paracetamol / mapaneramo bonee 15,0
10 Assay / KosinuecTBeHHOE 00.0 mg to 110.0 mg of C13H1502
onpeaeeHne (ibuprofen) per tablet /
Ot 90,0 Mr g0 110,0 Mr Ci3H 102
99.4 mg /99.4 mMr (nbynpogen) B TabneTke

112.5 mg to 137.5 mg of CsHoNO;
(paracetamol) per tablet /

Ot 112,5 Mr go 137,5 mr CsHoNO;
(napaueramon) B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorseTcTBYET TpeGoBanusaM HJJ

Opinion : APPROVED
3akarouenne: OJIOBPEHO

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

[ToaroroBieHO: IIposepeno: Onobpeno: Menemxep /

Manish Sharma—=—24 - . Himesh KM Pykoeoautens = w('
(%/l . Manoj Kumar '}“h L

Reprint Date: Reprint Date: Reprint Date:

JaTa: 28.08.2022 Jlarta: 28.08.2022 Jlata:28.08.2022

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
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Dr. Reddy's Laboratories | t(.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDA
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Page5of 5/CTp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykans IOunop®, Tabjerkn aucneprupyemsble [ais pereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201617

Batch Quantity / O6nem naptnu : 547.500kg

890001610126

Analytical Report No / AHasiuTHYecKHH oTyeT Nt @

Date of Analysis / /IaTa ananusa: 28.08.2022

Date of Manufacture / /lata npon3Boacrsa : Jul-2022

Date of Expiry / Cpok roguocts : Jun-2027

Analysis performed according ND / Ananns nposeaen o HJX: TI N011252/02-041021

ir 'TvPackage / YnakoBka
|

10 tablets in PVC/ALI blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / ITo 10 Ttabnerok Bin a carton pack. / ITo 10 Tabnerok B
Gicrep u3 [IBX/AL Io 2 Gancrepapnucrep uz IIBX/AL Ilo 1, 2 unu 20

BMCCTE C HHCTpYKLlHeﬁ MNOLIUCTECPOB BMECTE C PIHCprK].II/ICﬁ no
[MPHMEHEHHKD B MAYKY KaAPTOHHYIO. MpPUMEHEHWIO B ITAYKY KaPTOHHYIO.

12 Labeling / Mapxuposka |According to ND. / B coorBerctauu ¢ HJL.
13 Storage conditions / In the original_p;ckaging (blister in carton pack) at temperature below 25°C.
XpaHeHue
B opuruHanbHoil ynakorxe (61ucTep B auke) NpH TeMIEpAType HE BhIlE
25 °C.
14  Shelf life / Cpok rogaocr |5 years / 5 ner

Remarks : The Product conforms to ND/
IIpumeyanne: [Iponykr coorseTcTBYET TpebopanusiM H]T

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IIposepeHo: Onobpeno: Menemxep / l’(
Manish Sharma-—<—A4~" - | Himesh KW PykoBomHTeNs Q—l———"
4 . L [} L
2;/*/%;// Manoj Kumar e
Reprint Date: Reprint Date: Reprint Date:
Jata: 28.08.2022 Hata: 28.08.2022 Jlata:28.08.2022
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