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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIFI3A

Page 1 of 6/ C1p. 1u3 6
‘Product - Tbuclin Junior, dispersible fablets (for children) 100 mg + 125 mg o '
Hbyxnud I0uuop”, TabneTkn AUCNEpripyeMbic [ans nereit], 100 mr+ 125 Mr
Le il 1 A CT ey O e ——

o

Batch No / 2300938 Batch Quantity/ \547.5001@
Cepusa Ne: S Pasvepcepuu: | 0~
| Analytical Report No/ 1890001665405 Date of Auelysis/ 51 05,2023

| AHaTMTHUeCKHii oTHeT Ne @ f _ ‘ Jlara ananusa: -

I ——

Date of Manufacture‘/ n Apr-2023 .Date of E)Splry/ %Mar—?_ozg
Jlata IPOKM3BOACTEA : T R Tomen 10X ‘
Analysis performed _g:gg}:di_ng ND / Anasn3 TPOBEACH 10 HIT: 11 Ile}_l’_S}fO@-lSOBZS L

Ne ! Test / IloxazaTelb Results / PesynpraThl ; Specification / Hopma
"1 Description/ Onucanue " Pink flat-faced beveled-cdge tabletsPink flat-faced beveled—edgéutébfets with
with impregnations and a score-line onimpregnations and 2 score-line on ont

lone side and characteristic odor. / side and characteristic odor. /
'Kpyrnsie mockoLrHApHyeckne - Kpyrasie MIOCKOUMTHHPUYECKHE
rabneTkin  posoBoro  usera € TabneTKH pO30BOTO LBETA c
BKPAILICHUAMHE, C dackoit # PUCKOW BKPAIUIEHHAMHM, € dackolt W PUCKOA HA
‘Ha OLHOHK cTopoHe, onHoi CTOPOHE, |
L C XapaKTEPHBIM 3aMaxoM. € XapaKTepHbIM 3aMaxoM. i
2 Identification / Complies as prescribed/ 'The retention times of the main peaks on
i T1opIMHHOCTD CoOTRETCTBYET 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  yIepiMBaHHA  OCHOBHBIX

|
|
|

‘l IMUKOB HA XpOMaTOrpamMme |
1 |MCABITYEMOTO  pacTsopa  JIOMKHEL|
| cooTBETCTBOBATD BpeMEHaM

XpOMaTOrpaMMe pacTBopa CTaHAapTHEIX

t
i
1i l | ylepHuBaHus TIHKOB Ha
1 o6pazos nGynpodena n napaueraMmona

{pasznen «KonuyecTBeHHOE
OTIPEJIENEHHMEN).

i et i e T R —— —
Remarks : The Product conforms to ND/ Opinion : APPROVED 1
[puMeIano: TpoxyKT COOTDTCTDY AT TpeGopanar HJIT | 3axmionuenue: QIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTOBIEHO: , IIporepeiio;, Himesh Kumar Ono6peno: Menexep / PYxOBOAHTEND
Pardeep Kumar Sl s ——— ] 2 Kusum Lata E
Reprint Date: " Reprint Date: o Reprint Date: ) =
Jara: 31.05.2023 Hara: 31.05.2023 o Jlara: 31.05.2023 B o

Registered Office: g-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +971 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOMKAT AHAJIM3A

Page 2 0f 6/ CTp. 213 6

iProduct : Ibucli—r‘lex?ri_ia;:i—isﬂﬁbrsible—t_a_bi]'éts (for children) 100 mg + 125 mg
HbyrknuH Onnop”, TaONETKA ,ﬂﬂci_l_ep_[‘_ljp\fﬂi\fl_élel,ﬁﬂﬂ pereit], 100 mr + 125mr

:Batch No f V2300938 Batch Quannty./ 547.500kg
Cepuae: Pasmep COpUH : s
Analytical Reptirt No/ 800001665405 ‘Date of Analy‘sm / 31.05.2023 ‘
AHanUTHYECKHH OTHET - [ - Jlata anannsa: 1 -
Date of Manufacture'/ Apr-2023 ' Date of Ex.piry / Mar-2028 ‘
Jlata NPOM3BOACTBR: e e _Topen po: _ o
Analysis performed according ND / Aza7 nposeAei fio HJL: TINO11252/02-150323 IV
N Test / TlokaszaTelb ' Results / PeayapTaThi Specification / Hopma
3 Average weight of tablets/ 361.7 mg/ 361.7 mr 157.7 mg to 372.3 mg
Cpeausist macca Ta6/1eTor ; (365.0 mg £ 2.0 %). /
| Complies/CooTBETCTBYET Ot 357,7 wr 10 372,3 Mr
| (365,0 mr £ 2,0 %)
4 Disintegration / . 00 min 28 sec/ 00 mux 28 cex  Not more than 3 min/ S
| PacriagaemMocTs He Bonee 3 MuH
"5 " Disselution / PacTBOpeHNe T 96%t0 100 % Not less than 70 % (Q) of "Ci3His02
(ibuprofen) after 30 min / He wmenee
| 70 % Q) CisHisO2
(uBynpoden) yepes 30 mMuH |
! 95% to 100 % Not less than 70 % (Q) of CsHoNO:
i (paracetamol) after 30 min / He menee
‘ | % 70 % (93] CgHoNO:
L (mapaueramon) uepe3 30 MHH |
6 Dispersibility / Complies / CoOTBETCTRYET Uniform suspension passing through the
JiacnepcHOCTh 710 um sieve is formed / O6pasyeTcs

(OHOpOJHAs CYCTIEH3MA, npoxXoAsALIas
’ \uepe3 CHTO C pazmMepoM oTBepeTHH
710 MxmM i

e S—— ik AR e

e - = ey ==

Opinion : APPROVED
yeT TP l Baxmogenne: OJOBPEHO
Checked by / ‘ Approved by: Mana ger/Executive /

M Renrerics - The Produet conforms to ND/_
Ipumeyanne: HDOAyE(T_QOQTBETCEg}'ﬂT:'I:QCQOBaHHSIM HI
Prepared by /

[ToaroToBNEHO! i [Iposepeno: Himesh Kumar | Ono6pero: Menemxkep / Pyrosoinienb

Pardeep Kumar N Kusum Lata e\ o |
- e - K e ]
| Reprint Date: Reprint Date: Reprint Date: ;
iL;{a"gpau::f:l,Qg‘_EOB R HHTB.:_371.0‘5.2023 Tlata: 31.05.2023 o 1

Registered Office: 8.2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85 185AP1881RLCO01507
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CERTIFICATE OF ANALYSIS
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUGUKAT AHAJIM3A
Page 3 of 6 / CTp. 3u3 6
Product : Touclin Junior, dispersible tablets (for children) 100 mg 4:'“1?;5_1—ﬁg T T 1
11_/1§yjcnﬁﬂ }OHuop"‘”. TabneTiH DUCTEPrHpYeMbIE {ans _gelejé_}, 100 Mr j—_izg'jsf_ I L .
Batch No / V2300938 :Batch Quantlty'/ ‘ 547.500kg
Cepus Ne . ,PasMep cepuy |

[Analytical Report No / 5

{Date of Analysis /4, 459023

-

|

. ” 1890001665405 | _

Ananutrgeckui otverNe: \Maraawannsa: | B
Date of Manufacture / Apr-2023 Date of Ex'plry / ‘Mar-2028 ,
JlaTa NpOM3BOACTBA 1 Tonex no: A -

Analysis performed according ND

7  Related substances / PoacTBeHHbIe NPAMECH

Method 1/ Metoa 1 0.0004%
4-Aminophenol content /
OnpeLenesne CoNepianHs
4-amutoderona

Method 2 / MeTtog 2
Tbuprofen and Paracetamol
unidentified impurities /
Onpenenenye
HeHASHTHGULIAPOBAHHBIX
npumeceit ubynpodena 1
napateTaMona

Total impurities (Method
1+Method 2) / Cymma
npumeceli (Meroa 1 +
Meron 2)

Below BDL (BDL= 0.05%)/ Hixe
~ nopora perucrpaumu (IP = 0.05%)

0.0004%

Microbial limits* / MaKpoGHoJIOrH1eCKas yHeToTa¥®

" Less than 100 CFU/g/ :
Menee 100 KOE/T

a) Total aerobic microbial
count / ObLuee 44cio
a3pobHBIX
MHKpPOOPTranH3MOB

f-AHaﬂHTS_F_EOC;B{?E.e_H mo HJT: T1N011252/02-150323

]

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

4-amunoderon {mpumech
napaueramona) - e 6onee 0,005 Y

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

EnuHuunas  HeWASHTHHUMPOBAHHAA
IPHMECH nbynpobena HITH
napaiieTamona - He bonee 0,2 %

Not more than 0.7 % / He Gonee 0,7 %

Not more than 10° CFU/g/
He Sonee 10° KOE/r

! Remarks : The Product conforms to ND/
Dpsscsanne: TTpoayRT LOOTRETCTRYCT rpcGosatnn 111

)
T

Opinion : APPROVED
Jaxmroucaune: OLOGIEIIO

Prepared by / " TChecked by /
[ToaroToBIEHO: | IIposepeHo: Himesh Kumar

Pardeep Kumar | ]

Approved by: Manager/Executiv_é /
Onobpexo: Menemkep / Fykoro 1ieib
Kusum Lata N\

h,

Reprint Date: Reprint Date:

" Hara: 31.05.2023 Jara; 3@.05.2023

Rep?iﬁti)a?c?i )
}Z[a1‘a:ﬂ§}05.2023 _

Registered Office: 8-2-337, Road No.

3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: 1 R5195AP19R4P] CANASNT
www.drreddys.com
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Distt. Solan, H.P,, 173 205, INDIA
Te| : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIV3A

Page4 of 6/ C1p. 413 6
Product : Ibuclin fuﬁioﬁiéi)grsﬁle tablets {for children) 1 00 mg + 125 mg ) T
W6yicwH 10n1Hop”, TabneTkH Aucrepripyemble [ans geteit], 100 mr+ 125 mr

ke e et ey
Batch No / V2300938 i{Batch Qlfannty./ |547.500kg
Cepus No |Pasmep cepun - !
i"‘— g LAy it = l"‘_ e e A e R Er ;“‘“ - " . = i
Analytical Report No/ 890001665405 ‘Date of Analysis/ ) 452023 |
IAHanHTmec_l_cgli oTYeT :N'g : \Jara aHanusa: i
! ! . —— e . T —
{Date of Manufacture./ Apr-2023 ‘Date of Ex‘pu*y / Mar-2028 1
JlaTa npOK3BOACTEA : I Tonen oo . T )

;énal_ygius _pe_rfpfmed ac__:cordi-ng ND / Ananns npqgg_ﬂ_@}}_gg__l:l‘gi mr_;jggi;_{zsﬂz‘10;-15032’3 » L
b) Total combined yeasts " Less than 100 CFU/g/ Not more than 10* CFU/g/

and mould count / Obuee Menee 100 KOE/T He Sonee 10> KOE/r

YHCIO APOIOKEBBIX 1 3

nAECHEBbIX rpuboB

¢) E. coli Absentin 1 g/ Shall be absent in 1 g/
’ OrcyTcTByeTB 1T OrcyrcrBue B 1T

9  Uniformity of dosage units / OqnopoaHOCTE JO3HPOBAHHS

" The acceptance value (AV )réhoufdnge not
more than 15.0 /[ Ilokasarens,
. npuemaemocTd (AV) NonxeH ObiTh HE

; i | Gonee 15,0

" Paracetamol / HfipaueTémoh 1.8 The acceptance value (AV) should be not

more than 150 / TloxasaTens

E [IPHEMIIEMOCTH (AV) DomxeH OBITE HE
Bonee 15,0

10 Assay / KonudecTseRHO® 099.4 mg / 99.4 Mr 90.0mg to 110.0mg of CiHizO:
onpejenenue (ibuprofen) per tablet / Ot 90,0 Mr o
110,0 vr Ci3HisO2 (ubynpoden) B

TabneTke

124.0 mg / 124.0 Mr 1125mg to 137.5mg of CsHoNO2
[ (paracetamol) per tablet/ Ot 1 12,5 mr 1o
137,5 mr CsHoNO2 (rapaueramon) B

Ibuprofen / H6ynpoden 1.8

t

‘E TabneTxe
.‘R;nia;k:s"; The Product conforms to ND/ A E—)pini_m; : APPROVED SO
ITpumedanue: [1poayKT COOTBETCTBYET tpe6osanaam HIL | 3agmoyerue: OJOBPEHO
Prepared by / Checked by / Approved by: Mana ger/Executive /
IToAroTOBNEHO: - [Iposepero: Himesh Kumar Opnobpeno: Menemxep / Py poBeiireb
Pardeep Kumar 4 - . Kusum Lata N
(I L. A . S
| Reprint Date: Reprint Date: Reprint Date:
| Hata: 31.05.2023 Hara: 31.05.2023____M I Iata: 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
CIN: LB5195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Page Sof6/Ctp. 5u3 6

“Product : Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxnun FOuuop”, TabneTk Aucneprupyemble [ana neteit], 100 mr+ 125 mr o

Batch No / V2300038 |Batch Quantlty‘/ 547.500kg
CepuaNe: - DY ... ... LA
3 I | 1 -

Analytical Report No/ ‘890001665405 Date of Analysis /34 952023
Ananutrdeckuit oTuer Ne . f o Haraawanusa: -
‘Date of Manufacture./ | Apr-2023 Date of EX.PH‘Y / Mar-2028
Jlara npou3BOACTEA : i 7 o ['ones fio ! e i
Analysis performed according ND / Ananu3 nposesiet 1o HJI: T1 NO11252/02-150323 - o

11 gPéckége | Vnakoeka 10 taﬁlet;inuf-’VClﬁlﬁst—e-r. 2 blisters 10 tablets in PVC/AI blister. 1, 2 or 20

and patient information leaflet in a blisters and patient information leaflet in
carton. / Tlo 10 TaBreTok B Gaucrep a carton. / Tlo 10 Tabnertok B 6uMcTep u3
wa TIBX/AL Tlo 2 6nuctepa smecte ¢ [IBX/AL Tlo 1, 2 unu 20 6nucrepoB
MHCTpYKUMEH M0 TPUMEHEHHMIO B BMECTE C MHCTpyKUHEH NO NPUMEHEHHIO
124Ky KapTOHHYIO. B MauKy KapTOHHYH.

12" Labeling / MapKkupoBKa According to ND. / B cootsercreun ¢ HIL
13 | Storage conditions / B :fﬁ"tﬁé”o@?xﬁ ﬁa_ckaging (blister in carton) at ter;lmp“éranﬁe below 25 °C./
‘Xpaunenne B OPHUTHHAJIbHOHN YMaKeBKe (6nucTep B Nayke) NPH TeMNEpaType HE BBIIC |
e 125°C. ]
14 ' Shelf life / Cpox ropsocTs 5 years / 5 neT ‘

* 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. / HcnniTan#e IPOBOIATC ToJILKO IS Kasaoi 20-it cepul MM Ins OfHOMH CEpUH B
rOfI, B 3aBUCHMOCTH OT TOT0, YTO HACTYNHUT PAHEE. TloKa3aTe/ b MOKET OTCYTCTBOBATE B CEPTH(HKATE aHANH3A.

i Remarks : The Product conforms to ND/ Opinion : APPROVED '
| TIpnmenanne; TIpom et COOTOETETINET rpefionamiam HI Ragmreronnot QNOKPFHO
I Prepared by / | Checked by / Approved by: Manager/Executive / '
! MogroTosneHo: J [Iposepero: Himesh Kumar Opobpeno: Medepkep / PyroBodiie1h
Pardeep Kumar « j U . ’ Kusum Lata N XS
Reprint Date: T I@i}r—int—Dat? h ) Reprint Date: -
Jlata: 31.05.2023 Hara: 319§_2_0_@L_

Hara: 3 1._[}_5_._2(123

Repistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3IA

Page 6 of 6/ CTp. 6136

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

'W6yxmun FOnnop”, TabneTky AUCIEPrHpYyeMbIC [nns nereit], 100 mr+ 125 Mr
PN UHHOD , TAONETKH ARSIICPE TR = o I M e e S ,
zBatch No / V2300038 Batch Quantity / 547.500kg
ICepuaMNe: — L | Pasmep cepuy :

- I 1 . -
!EAnalytlcai Repcirt No / | 890001665405 'Date of Analylsls I 131 052023
| AHaNHTHYECKHH OTHET Ne: T \Maraawamwsa: T
Date of Manufacture / Apr-2023 '?ate of Ex‘pzry { Mar-2028

OfcH A0 T o

Jarta npoM3BOACTBA ! Tomennpo: -

Analysis performed according ND / Axaius nposesien no HJI; T N011252/02-150323 - ]

Paracetamol / [Tapanietamon

"APIname (INN)/ ) ) [ -

Haumenosanue ADC (MHH): | epownidmmpab G ol lapaueramon |

. l |

| API manufacturer batch number / t 1201/23/A-0535 | APAP/23030298 i
Homep cepul NPOH3BORHTENS ADPC:

i
| U S I — !
' FP Manufacturer API Batch number / | |

HomMep cepun CyOCTAHIHR FEQA00072 FEQA00126 '

"""" - 0L Chemicals and Pharmaceuticals | Granules India Lid., India / a

API Manufactured by & count‘ry / ' Limited, India / KOJI Kemuranc sua | I'pasynec Hupus Jita., Muans
. Ipoussoautens AQC, crpana: . apmacstoTukanc Jlumuren, Huaus |

“Remarks - The Product conforms toND/ "~ Opinion : APPROVED ]
| Ilpumedanue: TIPOZYKT COOTBETCTBYET tpebosanusam HII | Jagnmyenne: QAORPFHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBNEHO! r [posepetio: Himesh Kumar Opobpeno: MeHemikep / PykoBoaIrie i
Pardeep Kumar o=l e Kusum Lata S\oNME ;
| Reprint Date: -ﬁgprinf Date: Reprint Date: 1
| Mama: 31052023 | Jlama: 31052023 pem3tosaoes |

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: L85155AP1984PLCO04507
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