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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOHRAT AHAJIZA

Pagelof 5/Crp.1u35

"Product : Ybuclin Junior, dispersible tablets (for children) 100 mg + 125 mg i
Moyreaun Ounop®, TabreTkn aueneprupyesbie s gerei). 100 mr + 125 mr

‘Batch No / Cepun Ne : V2202457

Batch Quantity / O6sem nap’mn 547.500kg

890001630302

Analytical Report No / Ananurnueckuii oraer No :

Date of Analysis / laTa anann3za: 30.11.2022

Date of Manufacture / lata npnnmt_},nma Nov-2022 Date of Expiry / C POK I'0; wmocTh : Oct -2027

Analysis performed according ND / Ananms uposesen no HJL: T1N011252/02-041021

Test / Ilokasareny Results / PesyauTaTsr Specmc_a_tmn / Hup'\ia
ﬁ‘f ‘Descnptwn / Onncanue Pink flat-faced beveled-edge lablusl’m} flat-faced beveled-edge tab]ets
i | with impregnations and a score-line nnwuh impregnations and a score-line on
| one side and characteristic odor. /  jone side and characteristic odor. / i
_ Kpyrmbe TUTOCKOLM A 11HAPHUECKIEK PYIiIble nnocxouﬂnuuﬂpuqecmel
: TabneTkd  pO3CBOrO  LBETA  CTadncTKH  PO3OBOMO  1BETA c\
. BKPAILIEHUSAMH, ¢ HACKOH H PUCKOH HaBKPariehiiAMI, ¢ Gackoi M prckol Ha
ONHOH CTOPOHE,OAHOH CTOpOHE,
= o C XapaKTEPHBIM 3aaXOM. ¢ XapaKTEPH:IM 3aMaxoM. |
2 [[dentification / Complies as prescribed/ The retention times of the main peaks
MopnuanocTe CoorsercToyer on  the chromatogram  of the  test

solution  should correspond to  the
relention times of the peaks on the
chromatogram  of  ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VAEPAIBAHNS OCHOBHBIX MHKOB H
! XPOMATOrPaN e HCOBITYCMOr O,
PACTBOPA /10.KHL  COOTBETCTBOBATE!
BPCMEHAM  YACPIKUBAHISA MHKOB Ha
KPOMATOrPaMME pacTBopa
il:‘l':lH;’l&pTlll:lx obpasuor noyNpothena
il NapaueTaMoIa (pazaen
r<KomiieciBennoe onpenenediey).

Remarks : The Product conforms to ND/
pumeqanne: [Ipoaykr coorsereTeveT TpebosannaM H]T

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

Hara: 30.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
TMonrorosneHxo: 4 ITposepeno:Pardeep Kumar Onobpeno: Menenxep /
Ramakant W =l Pykosomurens e

Bieeg Amit kumar P";\/—/
Reprint Date: Reprint Date: Reprint Date:

| dara: 30.11.2022

Hata:30.11.2022

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
CEPTH®IIRAT AHATIBA

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 88166 56001-02
www.drreddys.com

Page2 of 5/Crp. 2 u35

:-l“’_l'r()_dﬁct : Ibuclin Jlinior, dispersible tablets (fo; children) 100 mg + 125 mg |
|Hoveaun 10nmop®, Tabaerku Aneneprupyesisie |a1a sereii|, 100 mr+ 125 mr '

]

Batch No / Cepust Ne : V2202457

;Analyﬁcagl‘ Report No / Auaantiyecknii oraer No:

1890001630302

'Ete of Manufactur_e / Jlata npousBojicT Ba : Nov-2022 Date of Expiry / Cpok rojasoeTs : Oct -2027

‘Batch Quantity / ¢ O'G%E»:: napTin : 547.500ke
|Date of Analysis / {aTa ananuza: 30.11.2022

Analysis performed according ND / Auanns nposeien mo HJL: [1 NOI 1252/02_-—041021

N 'fest /I'Tomaaa"renb

3 ——_i:‘\\'c_x—';;gu weight of tablets /|

Cpeanas Macea Tabirerox

.

4 ]ﬁi.integration/
| Pacnamaemocr,
5 Dissolution /

" PacTsopenne

6  Dispersibility/
ucnepenocrn

|
|
|

i

T 98%t0 100 %

 Results/ Pe3yabTaThl

Complies/cooTBeTcTBYeT

ﬁ700-‘ml_’n:32 Seconds/00 muH 32 Sec Noi more than 3 min/
__iHe bonee 3 mun

97% to 100%

~ Complies / Cootsetcrayer

%Spéﬁiﬁcntiﬁ; / Hopma
363.9mg/363.9mMr

3577 mg t03723 mg (3650 mg =
2.0 %). / Ot 357,7 mr 0o 372,3 mr
(365,0 Mr+2,0 %)

Not less than 70% (Q) of Cr3H;sOx
(ibuprolen) after 30 min /

He menee 70 % (Q) CisHiO:
{udynpothen) yuepes 30 mun

Not less than 70% (Q) of CsHWNO:
{paracetamol) after 30 min /

He memee 70 % (Q) C:HyNO-
[mapauetason) uepes 30 MU .
fUnit'm'm suspension passing (hroughi
the 710 pm  sieve is formed /
O0bpasyetea omHopuaKas cycrenzng,
NPOXLAALLIA YEPes CHTO ¢ pazMepon
oTRepeTHii 710 MEM _ |

Remarks : The Product conforms 1o ND/
fpumedanne: TIPOAYKT COOTBETCTBYET TPeGoBaH 15M HI

Opinion : APPROVED
3akmwoyenne: OJJOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive /
INogroTosneHo: | IIpoBepeno:Pardeep Kumar Onobpero: Menemxkep /
Ramakant &y@ l PyxoBonurens AL i

o Amit kumar o —
Reprint Date: Reprint Date: Reprint Date:
Hara: 30.11.2022 Hara: 30.11.2022 Hata:30.11.2022

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



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 Q':°

CERTIFICATE OF ANALYSIS
CEPTH®MRIKAT AHAJIBA

Page3 of 5/Ctp.3u35

Product : Ibuclin Jumor, dxspers:ble tablets (for chlldren) 100 mg + 125 mg o
H6yriann ¥Ounop'®, Tabnerkn ncucpripyemnie [ans aereii]. 100 mr + 125 mr

Batch No / Cepus Ne : V2202457 Batch Quantity / O61em I]deIlII 547. 50()}\&

Analytical Report No / AHaquTHIeCKHH oTueT No : Date of Analysis / Jata ananusa: 30.11.2022
890001630302

|Date of Manufacture / AaTa nponzsa; RCTBA | Nov-2022 Date of LExpiry / Cpox rouanoer : Oct -2027

Ana.lys]% performed according ND / Ananus nposeaes no H/l: 11 NO1 1252/02-041021

Ne  Test/ IToxazaTens Results /] PeayanaTm Specification / Hopma \
7 Related substances / == +-aminophenol (paracetamol impurity)
PojicTBeHHEBIE IpUMecH | v
' H-amisiodenon {apuvech
Method I/ Meton 1 — nmapageramoaa) - not more than
Determination of 4-Amino et Diedcered 0.005% / He Gonee 0,005 % |
Phenol content / Onpenenerue % |
COARPAANT15 CONEPHKAHHS Any individual unidentified impurity]
H-aMiHohenona pf (ibuprofen or paracetamol) /]
[Eannimnas  HenaeHTHOULIPORIHHA
Method 2 / Meton 2 — 0.08% npisecs ubynpodena i
Determination of Ibuprofen | napanerasona -
land Paracetamol unidentified | ot more than 0.2% / ve 6onee 0,2% |
impurities / Onpenenexue | |
HEeHACHTHOHALHPOBAHHBIX 0.08% Total impurities (Method 1+Method 2)
npnmeceif n6ynpodena u { Cymma npumecedt (Meton 1 + Me: [D_’Li
napaieramona ‘ 2) - not more than 0.7% / ue 6onee 0. 7
B 0
|
8  [Microbial limits / ’ r
HKpoOHONOrHYecKas Less than 100 CFU/g/ Not more than 1000 CFU/g /
YHCTOT2 Menee 100 KOE/r He Gonee 1000 KOE/r

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

i

Remarks The Product confonns to ND/
Opumeyanne: Ipoiysr cooTsercTeyeT TpedoBanmam HJT

Opinion : APPROVED
3axmogenne: OJOEPEHO

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

Ioaroroenexo: % W [Tposepeno:Pardeep Kumar Onobperno: Menemxkep /

Ramakant D Pykosogutens "
‘_3[—’7’ Amit kumar [x* ,\,—/’

Reprint Date; Reprint Date: Reprint Date: |

Hara: 30.11.2022 Hara: 30.11.2022 Hara:30.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: 491 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTIHDITRAT AHAINIZA

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

Page4 of 5/Crp. 4 m3 5

'Product : Ibuclin Jumor dlspermble tablets (for Chl.ldren) 100 mg + 125 mg
oy HOunop®#, Tabnerkn aucneprupyem eie [ dereii]. 100 mr+ 125 mr

WBatch No / Cepus Ne : V2202457 Batch Quantity / OﬁLeng napn-m : 547.500kg
Analytxcal Report No / AHanuTHueckuii oruer No ; Date of Analysis / laTa ananusa: 30.11.2022
1890001630302

Date of Manufﬁ_cture ! Jdara npu;mnucraa :Noy—2022 'Date of Expiry / Cpox roanocts : Oct -2027

Analysis performed according ND / Ananus nposeacn no HJT: TTNO011252/02-041021

a) Total aerobic microbial
count / O61uee yucno
23pOOHBIX MUKPOOPTZHM3MOB Absent

b) Total combined yeasts and |
mould count / OGiuee yucno
IIPOXOKEBBIX M IJIECHERBIX
rpHGOB

c)E coli

|
|
|
|

Shall be absent in 1g / OtcyreTsue B 1

}
r ]

9 Umformlty of dosage units / !
’ IOJ]HOPOJIHOCTI: AO3MPOBAHHS 1.6

~ Ibuprofen / n6ynpoden

1.7
- Paracetamol / napauetamon |

L’chcpmnce value (AV) should be not
more  than  15.0 / Tloxasarens
npliemaemocti (AV) nomxkeH ObITh He
voaee 15,0

\Acceptance value (AV) should be not
more than  15.0 Hm\a?a'rem.{
npiemaemocti (AV) gomxkeH 65ITh e

10 Assay/KoawyecTBeHHoe |

jonpenefeHne
I 98.4 mg /98.4 mr

123.1 mg/123.1 mr

vonee 15,0 ]
90.0 mg to 110.0 mg of C;3H,50; 7
(ibuprofen) per tablet /

{01 90,0 mr mo 110,0 Mr C13H )02
(nm npoten) B Tabnerke

112.5 mg to 137.5 mg of CsH,NO,
{ paracctamol) per tablet /

071 112,5 Mr no 137,5 mr CgHoNO,
(napaieranon) B Tabnetke

Remarks : The Product conforms to ND/
Tpavieyanne: [poayxt conreereTsyer Tpedosanuam HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

Ilonroroenexo: U.\Cd’dr [Tporepeno:Pardecp Kumar
Ramakant b ,

<

Approved by: Manager/Executive /
Onobpeno: Menenxep /

Pyxosozurens N
Amit kumar Ny

Reprint Date: Reprint Date:
Hata: 30.11.2022 Hara: 30.11.2022

Reprint Date:
Hata:30.11.2022

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
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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
CEPTHMITKAT AHAAIIZA

Page50f5/Crp.5us5

[Product : Ibuclin Junior., dlspersmle tablets (for children) 100 mg + 125 mg
Noyraud FOunop®, Tabnaerku yuscnepripyesioie (11 e reii], 100 mr + 125 mr

Batch No / Cepns Ne : V2202457

Batch Quantm / O6bem napruu : 547.500kg

‘Analyncal Report No / Ananatnuecknii oryet No :

890001630302

Date of Analysis / JaTta ananuza: 30.11.2022

Date of Manufacture / Jlata MPON3BOACTEA © Nov-2022 Date of Expiry / C pok romlmrm Oct -2027

Analysis performed according ND / Ananu3 nposeaen no HJ: [1 NO1 1252/02-041021

11 [Package / Vnakoska
| |

12 |Labeling/ Mapkuposka

13 'Storage conditions /
| Xpancune

;B OpHTHHANBHOH ynakoske (B1ucTep B nauke) NpH TeMnepaType He BbILLE

10 tablets in PVC/AL blister. 2 blisters10 tablets in PVC/AI blister. 1, 2 or 2(]
and patient information leaflet in ablisters and patient information leaflet,
carton pack. / [lo 10 rtaGnerok &in a carton pack. / [Jo 10 Ta6neTok &
onperep w3 [IBX/AL Tlo 2 Gnuerepadaneiep us TIBX/AL Tlo 1, 2 umm 20
}BML‘C'I'E c HHCTpYKUHMEHR uuﬁ.mcrcpoa BMECTE C MHCTPYKUMEH no
[NPUMEHEHHIO B HUMK) KAPTOHHYIO.  IPINMCEHCHING B NAYKY KAPTOHH VIO.
iAccording to ND. / B coorsercrsun ¢ HJL,
|

In the original packaging (blister in carton pack) at temperature below 25°C. !

25°C,

14 Shelflife / Cpok roanoctu

5 years /5 ner

Remarks : The Product conforms to ND/
[ pnmenamne: [Tpogyxi cootBercryeT Tpebosanmam HJT

Opinion : APPROVED
3axmouenne: OJIOBPEHO

JHara: 30.11.2022

Prepared by / ] Checked by / Approved by: Manager/Executive /
Hoproroeneno: | IMposepeno:Pardeep Kumar Onobpeno: Menemxep /
Ramakant \ w\’ = PyxoBoautens N TR

| S Amitkumar [V —
Reprint Date: ' Reprint Date: Reprint Date:

i Hara: 30.11.2022

Jara:30.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



