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

’ i it-
Dn Red dy S Qt Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDiA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTA3A
Page1of6/Crp. 1 u3 6
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg B - ) ]
H6yrmH IOunop®, Tabnetku aucrieprupyemsie [ans gereit], 100 mr+ 125 mr o
Batch No/ [Batch Quantity / !
Cepus Ne : V2300940 ) Pasuep cepuy : ’54?.5001{;;
(Analytical Report No / 890001665749 !Date of Analysis / ‘3 1.05.2023
AnanuTHdeckuii otyer Ne - | o I[a‘ra aHaNH3a; _ ]
Date of Manufacture / ‘May-2 093 IDate “of Bxpiry / Apr-2028
Hara npou3BOACTBA : Ir OfieH JIO : ) i
Analysm performed according NI ND / ABanus HpOBe,HGH no HIT; [TNO1 2252/02~150323 ________ _ |
Ne  Test/ i'lonca3a’reﬂb Results / Pesynbrarset 5 Specification / Hopma 7

1 Description/ Onucanme  Pink flat-faced beveled-edge tablet:Pink flat-faced beveled-edge tablets with
with impregnations and a score-line onimpregnations and a score-line on one
.one side and characteristic odor. / side and characteristic odor. / :
Kpyrneie nnockomunuappuyeckie Kpyrnbie MIOCKOLHIHH I PHYECKHE
tabnerk  posoBore  usera ¢ TabneTku PO30BOrO ugera c
BKpanneHusamu, ¢ (acxoll ¥ puckofi BkpannmerwsmMH, ¢ Gackoi M pHCKOH Ha

Ha onHol CTOpOHE, OZHOM CTOpOHE,

{{ ¢ XapaKkTepHbIM 3aNaxoM. C XAPAKTEPHBIM 3aMax0M.
2 Tdentification / l Complies as prescribed/ The retention times of the main peaks on
IIognMBHOCTH L COOTBETCTBYET the chromatogram of the test solution

: ‘should correspond to the retention times
i jof the peaks on the chromatogram of
! {ibuprofen and paracetamol reference
{standards solution (Assay sectiom). /
'BpeMeHa  YHNEDKWBAHHS  OCHOBHBIX

NHKOB Ha XpoMarorpaMmme
HCIIBITYEMOT0 pacTBOpa JOJIAHEL
COOTBETCTBOBAThL BpEMEHAM
yAepKHBAHHS [HKOB Ha

XPOMATOTPAMME PACTBOPA CTAHAAPTHBIX
| obpasuor ubynpodeHa u napaleramona

(paznen «KomyuecTsenHoe
olpeneeHuey).
""Remarks : The Product conforms to ND/ " ) Opmmn APPROVED )
 Mpumeganwme: [IpoayxT cooTBeTCTBYET TpebosannsM H _ I 3axmodenne: OJOLPEHO
Prepared by / Checked by / "Approved by: Manager/Executive /
[TonroToBneHo: [Nposepeno: Himesh Kumar Onobpeno: Menepkep / Pygoponimen
Pardeep Kumar ¢ : : - Kusum Lata \, “; =
- S — - s i
Reprint Date: Reprint Date: Reprint Date:
| Hara: 31.05.2023 N ,?Ig'ra: 31.05.2023 N ] Hara: 31.05.2023 N |

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIU3A

Page2 of 6/Crp. 2u3 6

"Produet : Tbuclin Junior, d1sper51ble tablets (for chzidren) 100 mg m0+ 125 mg
EHomem HOnuop”, TabneTku ,umneprnpyemmc [ans nereit], 100 mr + 125 MI L o
'BatchNo / " |Batch Quantity / -
! CepyaNe V2300940 B fPamep cepun 547.50322, B
{Analytical Report No / 890001665749 |Date of Analysis / 1.05.2023
FAHannmqecmm orueT No ; ity I{g’g aHanu3a: T -
4Date of Manufacture / May-2023 iDate of Expiry/ |, Apr 12098
! ,IIaTa L IpOH3BO/CTBA ! Fo,ueH A0 | ] o
Analys;s performed according ND / Ananus UﬂOBe,ﬂeH no H)I H N011252 02- 1503’?3 wwwwwwwwww
Ne Test/ Hokazarens ' Results / PesynbraTet Specification / Hopma
3 Average weight of tablets / ' 365.4 mg/ 365.4 mr 357.7mgto 3723 mg

(365.0mg £2.0%,). /
Or 357,7 Mr 50 372,3 mr
(365,0 Mr = 2,0 %)

€ acca T1ab. ;
Cpennan macca Tabrerox Complies/CoorsetcTByeT

4 Disintegration/ 00 min28sec/ 00 mun 28 cek  Not more than 3 min /
Pacmapaemocts { He Bonee 3 muH
5 Dissolution / Pacreopenme  99% to 101 % {Not less than 70 % (Q) of Cj;3H 30,
,(ibuprofen) after 30 min / He menee
70 % (Q) C3H130;
(ubynpoden) uepes 30 mun
98% to 100 % Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
| 70 % Q) CsHoNO;
(mapaueramon) vepes 30 MuH
i
6 Dispersibility / Complies / CooTeeTcTBYET Uniform suspension passing through the
JducrnepeHocTs f 710 um sieve is formed / O6pasyercs

'OMHOPOJIHAA CYCNEH3MA, MPOXOMsALas
uepe3 CUTO C pasMEpPoOM OTBEPCTHIt

710 mMxM
[Remarks : The Product confoxms toND/ Opinion : APPROVED o =':
ITpumeyanue: [poaykr ' COOTBETCTBYET T'peGOBaHHﬂM HO | 3axmoyenue: OJOBPEHO §
Prepared by / | Checked by/ Approved by: Manager/Executive / |
[JoproTornexo: IIposepeno: Himgsh Kumar Onobpeno: Menenwep / Pyvsosomirieas |
§ Pardeep Kumar | _ | — 1 - Kusum Lata \ \:}f c |
| Reprint Date: Reprint Date: Reprint Date: - “!
(Jara: 31.052023 | Jlara: 31.05.2023 fara: 31.05.2023 N
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Tel: +51 40 4900 2900, Fax: +91 40 4500 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04S0T
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 ‘5’.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page3of 6/Crp. 3u3 6

l/lo\[K‘MH Onnop”, TﬂﬁRETKH TKH AucneprapyeMeie s aeted], 100 mr+ 225 Mr

\BatchNo / Batch Quantity / ' )

CepmNe: V2300940 lPaam,p A e
eAnaIyIlcal Report No / 890001665749 Date of Analysis / 31.05.2023
’AHamlmqecxmi oTvet No - 1 ] ilata aHanusa: o o B
Date of Manufacture / May~2023 Date of Expiry / Apr-2028

I{aTa A IDOH3BOACTBA ! il" OfieH 70 : _ _“ ]

Analyms performed according ND / AHanus MPOBELEH | no no HII: TINO11: 1"52/02 150323

7 Related substances f PO,HCTBEI]!IBI& Hpnmecn

Method 1/ Merogz 1 0.0005%
4-Aminophenol content /
Onpeaenenne cogepxanus

4-amuHO(erONa
t

iMethod 2 / Meron 2
[buprofen and Paracetarmol

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

‘4-aMuHopeHon {npumech
napauneramona) - He Gonee 0,005 %

' Any individual unidentified impurity of

Below BDL (BDL= 7093)/ Hioxe  ibuprofen or paracetamol - not more than

unidentified impurities / nopora peructpauus (TIP = 7093) 0.2 %
Onpepenenne 'EnvHdYHAS  HeMAeHTHQHUHPOBAHHAS
HEUIECHTH(HLHPOBAHHBIX | npumecs ubynpohena HITH

npumeceli ubynpodenan | | napaueramodna - ve donee 0,2 %
napaleramoa

‘Total impurities (Method |
' 1+Method 2) / Cymma l
‘npumecedi (Meron 1 +

‘Meton 2)

&  Microbial limits* / MukpoGuonoraueckas wnerora*

~ Less than 100 CFU/g /
Menee 100 KOE/T

ENot more than 0.7 % / He 66}356"5,"7"'% "
0.0005%

" Not more than 10° CFU/g/

'_ET) Total aerobic microbial
{He 6onee 10° KOE/r

jcount / O6uwee 4yneno
'a3pobHeIX
MUKPOOPTaHHIMOB 4

Opinion : APPROVED
3akmouenne: OJOBPEHO

[ Remarks : The Product conforms to ND/
Ipumegawune: Ipoaykr coorercTBYET Tpeboranusam HJT

—Pfepared by/ Checked by / Approved by: Manager/Executive /
[loaroTosnexo: { I[Tpoeepeno: Himesh Kumar Onobpeno: Meunemxep / PykopoanTens
Pardeep Kumar e ¢ }, . Kusum Lata \NNe o~
Reprint Date: Reprint Date: Reprint Date: a
Jara: 31.05.2023 Hara: 31.05.2023 B | Hdara: 31.05.2023 -

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 ‘}'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

[Produet : Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IN DIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 4 of 6 /Ctp. 4u2 6

1Moy xiH KOnuop™, , Tabierku "KW AHcneprupyembie [aJs aeteii], 100 Mr + 125 mr

o
e V2300940 Pawepespns  |597500kg |
- e—— i e T —— hr
Analyical Report No/ - 1390001665749 |Date of Analysis /|70 ‘
(AHaTWTHYECKUTE OTYeT Ne: Hata awanusa: —— :
i , e
Date of Manufacture /- \May-2023 Date of Expiry / ’ Apr-2028

I[am 4 NPOU3BOACTEA

b) Total combined yeasts Less than 100 CFU/g /
and mould count / OBee Meree 100 KOE/r
YHCIIO IPONCOKEBBIX U

NJIECHEBBIX I'pHbOB

¢) E. coli N Absentinlg/
OtcyreteyerB 1

9 Uniformity of dosage umts / Ouuopu;moc*rb uomposaunn
Ibuprofen / Hﬁynpod)en 1.4

1
S |
Paracetamol / [Tapaneramon | 1.4

10 Assay / Konmuectenuoe | 99.6 mg / 99.6 mr
onpeneeHne

124.7 mg / 124.7 mr

'Tonen ao : o
Analvms petformed according ND / AHanus HDOBLJI&H no HZ: 11 NOI 1 352/02 150323

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

Otcytcteue B 1 1

The acceptance value (AV} should be not
more than 150 / Tloxasartenm
npuemneMoctu (AV) nomxeH GuiTh He
Gonee 15,0

The acceptance value (AV) should be not
more than 150 / IlokasaTens

ripremreMocTH (AV) nomxen 6bith He:

Bonee 15,0

900mg to 1100mg of CinH 0.

(ibuprofen) per tablet / Ot 90 ,0Mr 1o
110,0mr  Ci3HisO; (Hﬁynporpeﬂ) B
Tabnerke

1125mg to 137.5mg of CsHsNO,
(paracetamol) per tablet/ Ot 112 »5 Mr go
1375 mr CgHgNO; (napaucramon) B
Tabnetxke

Remarks : The Product conforms to ND/ T
I'rpnme'{alme Hponyxr ‘COOTBETCTRYET 'meGOBaHHxM_HII

Opinion : APPROVED
3axmoyenue: OJOBPEHO

e R e a— |

Prepared by / Checked by/

Approved by: Manager/Executive /
Opnobpeno: MEHEH)KLP Pyrowouirens
Kusum Lata \ 5

e

&

[ToarorosneHo: / IMposepeno: H!m‘;!:h Kumar
Pardeep Kumar 4 -
il Reprint Date: Reprint Date:
|Baw31052023 |jawe3rosao;

Reprint Date:
,Z[a"ra 31 1.05.2023

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: m ail@drreddys.com
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Formulation Unit-6
Drﬁ e ddy S A Vill. Khol, Nalagarh Road, Badgj,
Distt. Solan, H.p, 173 205, INDja
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 5 of 6 /Crp. 53 6

"Product : Thuciin Junior, dispersible tabiots (for children) 100 mg + 125 mg h T ]
Moy K I0kuop®, TabneTku aucneprupyemsie [ Aeteli], 100 Mr + 125 mr

‘BatchNo / | " " IBatch Quantity/ ~ 7.~ ‘ O
Cepra Ne o [VP00%40 ~—Pasmep cepuy:  [247-500kg N
Analytical Report No / -‘ Date of Analysis/ | B

AHalTaYeckuii oryer Ne : i 8@%%7? _ JMara aHanu3a: _M____f 31 -05.2023 o J[
‘Date of Manufacture‘ / May-2023 'J?ate of Expiry / Apr-2028 i'
Hara npoussoncraa : Tonen no: . i
Analysig performed according ND / AH@@; nposesex mo HJT: I1 NO1 1252/02-15;)323 o N

11 Package / Vnaxoska ~ 10 tablets in PVC/Al blister. 2 blisters 10 tablets in PVC/AI blister. 1,2 0r 20
! and patient information leaflet in a blisters and patient information leaflet in

nmauky KapTOHHYyIO. ‘B navyky KapToHHyr0,

|12 Labeling / Mapkmﬁp'onxa Accor&ing toND./B COOTBETCTBHH ¢ HI.

13 Storagé conditions/ In—fﬂé"(w)ﬁgina—l p&c‘ﬁaéing%ﬁ(_blister in carton") at fém?e?atgre below 25 s T
Xpanenne B opurunansroii yhakoske (6amcrep B nauxe) npu TEMIIEPATYPE He BhIe

’ 25 °C.
| 14 Shelflife / Cpox rogmocrs 5'years/ 5 nor S e

* The test is performed for each 20th batch, or for one batch in 4 year whichever is earlier. The test can be absent
in the certificate of analysis. / Henerranme IPOBOAHTCH TONBKO 115 Kaxnoi 20-i cepun uy AJsl OOk cepuy B
T'OR, B 3aBHCAMOCTH OT Toro, yTo HACTYIHT panee. ITokasarens MOMET OTEYTCTBORATE B cepruduraTe ananusa,

BRES e

Remarfk-'s- ::”l;l?—;P-roduct conforms to ND/
lelMelIaHjiej_ I’[p%ym COOTBETCTBYET TpeboBanam HT
Prepared by / Checked by /

Opinion : APPROVED
3axarouenye: OlIOEP_EyO
Approved by: Manager/Executive /

HMoarorosneno: Iposepeno: Himesh Kumar Onobpero: Meunemxep "Pyrosotitens
i Pardeep Kumar " : Kuswm Lata i
Doy ; s ... —
! Reprint Date; Reprint Date: Reprint Date:
‘ Hara: 31.05.2023 Hata: 31.05.@03?:_ ) o Hara: 31.05.2023ﬁ o

www.drreddys.com



Dr.Reddy’s Q3¢

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

Vill. Khol, Nalagarh Road, Badgj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Tbuclin mior, dispersible tablets

Hara npoussoscraa :

for children) 100 mg + 125 mg
M6y xin IOHMOD“?_,;FBG_J‘IWE”[IEHJ_[[@CESQFMDyeM vie [ans nereit], 100 mr + 125 mr

. Tonmen po:

Page 6 of 6 / C1p. 6 3 6

Batch No / V2300940 Batch Quantit)T/ 547.500kg
Ceprig No : Pasmep CEPHH :

el b —_— _ e —
Analytical RepertNo/ ‘ 890001665749 |Date 0fAnaI¥51s/ 31.05.2023
AHaJHTHYECKUH oTueT No - Jara apanuza: ! ?
ehiel e e (-8 AHANN yRU S — |
Date of Manufacture / May-2023 Date of Expiry / F' Apr-2028 F

Analysis performed according ND / Ananns nposesien no HJT:

API name (INN) / x o ' “ )
Haunenosanne AGC (MuE): __  Tbuprofen/ Méynpoges f

!

API manufacturer batch number / [

Homep cepun upousBoaguTenn APC: ; 1201/23/4-0542

API Manufactured by & countiry /
| IIpoussopuTens ADC, cTpaHa:

—

P Mé}:ﬁfa(_:tu}er API Batch number / i T B I
Homep cepun cyGeranuuu FEQA00074
npoussoautens CIIP: |

i __m_m_*mu._,w.%_w_.m“ ~

fr———— e

Remarks - The Product conforms to ND/
Hpnf_\lgg_agii{g:__l_“[ponyrcr COOTBETCTRYET TpeboRanuam HJJ
Prepared by / Checked by /

TTNO11252/02-150323

| IOL Chemicals and Pharmaceuticals
Limited, India / MOJI Kemuxanc sug
Dapmacerotakanc Jumuren, Huaus

| Opinion ;: APPROVED
| 3aknrouenue: OIOBPEHO ”

Paracetamol / TTapageramon

/ APAP/23030307

—— A B —

FEQA00127

| Granules India I.:fd., India /
I'panynec Munus JIta., Unpus

i

Approved by: Manager/Executive /

Hoarorosnexo: { Hposepeno: Higesh Kumar Onobpeno: Menegep Pykononurens ﬂ
Pardeep Kumar pac i Kusum Lata o 3 - ”
Reprint Date: Reprint Date: o Reprint Date: 7[
i Mara: 31.05.2023 Hara: 31.05.2023 o Hara: 31.05.2023 o o J
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