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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1of6/Ctp. 1u3 6

Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hbywnmn [Onuop”, Tabnerkn ancnepripyemsie [ans aeteid], 100 mr + 125 mr . |

Batch No ! V2301474 Batch Quantlty./ 538.64kg

Cepus Ne i S Paamep cepun : o
Analytical chcirt No/ . 290001679600 Date ofAnaIy‘sm / 11.08.2023
AHaTHTHYECKHHA oT4eT Na ; . Hara ananuza: T

Date of Manufacmre_/ Tul-2023 Date of Ejfplry/ Tun-2028

Hara NpOM3BOACTBA: Tonen no: ) . _

Analysis performed according ND / Ananu3s nposesex mo HJI: TT N011252/02-150323 e
* .‘N‘? 5 T;sf / Tlokazarens Results / PesyasraTsi _ Specification / Vlzlmc;pma

1 Description /Omucanne  Pink round flat-faced beveled-edge Pink round flat-faced beveled-edge
tablets with impregnations and a tablets with impregnations and a score-
score-line  on one side and line on one side and characteristic odor./ |
characteristic odor. / Kpyrasie TIOCKOLHITHHIPHHECKHE
Kpyrnsle  naocxousnuuiprueckue TabneTku PO30ROTO uBeta ¢
TabneTkd  poO30BOrO  LIBETa  C BKparUTeHusMH, ¢ dackoit u pHckol Ha
BKparuleHuAMH, ¢ (ackoll u puckoH OfHOH  CTODOHE, C  XapaKTEepHBIM
Ha ONHOH CTOPOHE, C XapaxTepHBIM 3araxoM. ’
f | 3anaxom. ‘

2 Identification / Complies as prescribed/ The retention times of the main peaks on |
Hopmuanocrs CooteeTrcTBYyET the chromatogram of the test soiutionj
, should correspond to the retention times |
;' of the peaks on the chromatogram of'
ibuprofen and paracetamol reference
standards solution (Assay section). /'
iBpemeHa  ylepkuBAHMA ~ OCHOBHBIX

| IHKOB Ha XpoMaTorpamMme

| MCIBITYEMOTO ~ DacTBOpa  JOJDKHBL|
| COOTBETCTBORATH BpPEMEHaM |
YIOEPHKHBAHMS -  [HKOB Ha |

XPOMA&TOrpaMMe PACTBOPa CTAHJAPTHIX

| o6pasuos nbynpodena u napaueramona,
| I (paznen «{ONUYEeCTEEHHOE
‘ ONpefeneHue»).
' Remarks : The Product conforms to ND/ Opinion : APPROVED —
 IIpumeyanne: [Ipoaykr coorserctsyeT TpeboBanksm HIT 3axnouenne: OJOBPEHO »
Prepared by / -~ Checked by / Approved by: Manager/Executive /
[Toarorosinexo: ,% [Tposepeno: Santosh Kumar Maurya | Onobpeno: Menepkep / Pyiosouriens
Ankit A% Manoj Kumar b, )
Reprint Date: Reprint Date: Reprint Date:
Jarta: 11.08.2023 Hara: 11.08.2023 Hata: 11.08.2023 o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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"Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknu KOnmop”, rabnericu Aucneprupyemsie [ans neteit], 100 mr+ 125 mr

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIA3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
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‘Batch No / | Batch Quantity/ _—-; N
:Cepust Ne ,V2301474 Pasmep cepun : 53$u.641<g o
IAnaIyticaI Report No/ 890001679600 Date of Analysis / 11.08.2023
AHanuTH4eckuit oTueT Ne Jlata awanuza: o _

Date of Manufacture / Jul-2023 ]Date of Expiry / Jun-2028

llata nponssopcTea: fopeno: -
Analysis performed -according ND / Axanus nposenen mo HJI: TTNO1 1252/02-150323 B

T]‘:": VTest { Iloxazarens Results / PeayasTate Specification / Hopma - |

! 3 A@erage weight of tablets /

3693 mg/ 3693 Mr

C A1 Macca tabaerox .
{ Lpeanas ma abarero Complies/CootseTcTByeT

7 Related substances / PogcTeennbre mpumecu

. 4 Disintegration/ ~© 00 min 23 sec/ 00 MaH 23 cex
E ' Pacnapaemocth i
5 IDissoiutien / PacTBopenne 98 % to 100 %

i

’ 98 % to 100 %
' '
6 EDispersibility/ ' Complies / CooTercrayer
| AucoepcHocts |

(365,0 Mr+ 2,0 %)

710 mxM

3577 mg to 372.3 mg !

(365.0 mg+2.0%). / |

Ot 357,77 Mr no 372,3 mr

Not more than 3 min / - T
He 6onee 3 mun f
Not less than 70% (Q) of CiHiO,!
(ibuprofen) after 30 min / He menee
70 % Q) CisHiz0,
(ubynpoden) yepes 30 Mun

Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % (0)] CsHoNO,
(mapauetamon) yepes 30 Mun

Uniform suspension passing through the
710 pm sieve is formed / O6pasyercs
OMHOPO/IHAA CYCTIEH3Hs, NPOXOASLIAs
HePE3 CHTO € pa3sMepoM OTBEPCTHH

‘Remarks : The Product conforms to ND/
| Ilpumevanne: ITponykr coorseTcTByer TpeGoBanusm HII

Opinion : APPROVED
3axmoyenne: OJJOGPEHQ

1 Prepared by / - | Checked by /
[TonroToenexo: A IIposepeno: Santoshdumar Maurya
Ankit /] .
Reprint Date: . Reprint Date: o
Hara: 11.08.2023 Hara: 11.08.2023 B

Approved by: Manager/Executive /
Onobpeno: Meueiep / Pykosomirens
Manoj Kumar T

liyy L

ﬁepn'nf‘ Date:
Hara: 11.08.2023

e e ey meme mmmee ]

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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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page3 of 6/ C1p. 3u3 6

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

M6ykmin KOnwnop®, TaBnerxu Aucneprupyemoie [ans aereit], 100 mr+ 125 mr

Batch No / iBatch Quantity / '
!gepnﬂ Ne : V230i4_74 L  Pasmep cepuu : 75_38;61_”% o :
Analytical Report No / 890001679600 Date of Analyszs / 11.08.2023
AHanuTHUeCkHH oTyeT No llara anannsa: o
Date of Manufacture / Tul2023 Date of Expiry / Tun-2028 '
Hara TIPOU3BOACTEA Fonen no: B
lAﬂaIsz perfonned accordmg ND 7 AHa.nH.z HDOBeﬂCH no HJI: TI N011252/02- 150323 L |
Ng i Test / Iloxazatenn Results / PezyabraTs Specification / Hopma S

| Method 1/ Merox 1
4-Aminophenol content /

‘ Onpenenense conepxanus

| 4-amuHobesona

| Ibuprofen and Paracetamol

l Method 2/ Meron 2

0.0001%

I BDL (disregard Limit 0.05%)

4-aminophenol (paracetamnol impurity) - |
not more than 0.005 % i
-4-amuHOhEeHON (npumecs
napaueraMona) - ve Gonee 0,005 % !
Any individual unidentified impurity of | §
ibuprofen or paracetamol - not more than i

|

|

|unidentified impurities/ | 0.2%
Onpeznenenue Epvnngsas  HenpeHTH)HUMpOBaHHAS
; HEHIEHTH(MUNPOBAHHBIX npHMech ubynpopena HIH |

ipumeceit nbynpodena u
| napaueraMona

Total impurities (Method
1+Method 2} / Cymma
npumeceii (Meton 1 +

‘ Meton 2)

| e T

i
| count / OB1iee yucno
‘ a3pobHBIX
 MHKDOOPTaHH3MOB

’ 0.0001%

' Microbial limits* / Mnkpoﬁuonomqecxaa YHCTOTA™
- Less than 100 CFU/g/

Menee 100 KOE/r

” Remarks The Product conforms to ND/
IIpumeyanmue: Hponwcr ' COOTBETCTBYET meﬁosaﬂmm HA

napaleraMola - He Gonee 0,2 % |

| Not more than 0.7 % / He 6onee 0,7 %

lNot more than 10° CFU/g /
He 6onee 10° KOE/r

Opinion : APPROVED
3axmouenue: OJAOBPEHO

Prepared by/ N Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: "% [Iposepero: Santosh Kunar Maurya | Ogobpero: Menemwkep / Pvmmnﬂnunb
Ankit & ua\z ; Manoj Kumar I /

£ Yriry ;
Reprint Date: Reprint Date: Reprint Date: B
Hara: 11.08.2023 _ | Jara: 11.08.2023 Hata: 11.08.2023 B
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HUbyrxnun }Om/:op Tabnerku nncncpmpvemme [mns netedt], 100 mr+ 125 mr .
‘Batch No / | Batch Quantity / o
Cepusi Ne : fV2h30}_474 B ‘Pasmep cepun : 538.64kg ]
Analytical Repgrt No/ 890001679600 Date of Analysis/ 11.08.2023
Ananutnyeckrii otyer Ne _Mara ananuza: T
1 i
Date of Manufacture / Tal-2023 Date of Expiry / Jun-2028
'[lata npou3BoACTBa ; Ionen no : o
i Analvsis performed accordmg ND / Ananus nposegen no HJT: ITNOI 1252/02 150323 N . __1
N - Test / [loxazaTens Results / Pesynb'rarm ” Specification / HopM;
i b) Total combined yeasts Less than 100 CFU/g / Not more than 10 CFU/g/
and mould count / Obujee Menree 100 KOE/r He 6onee 10? KOE/r
s YHCIIO APOHOKEBBIX
IIECHEBbIX rPHOOB
¢) E. coli T Absent in 1 g/ Shall be absent in l—g/ A “
OTC)”I‘CTBy&T Blr OrtcyrctBHe B 1 1

9 | Uniformity of dosage units / Onﬂopo,uﬂocn nosﬁposanﬂn |
Tbuprofen / Ubynpoden 1.0 The acceptance value (AV) should be not
I more than 150 / Tlokazarens

npuemnemoctd (AV) pomxeH OBITH He
bounee 15,0

! i Paracetamol / l'Iapaue}aMon 1.0 The amccéptance value (XV)EEBUE?&IE
| x more than 15.0 / Ilokasarens
i npuemnemoctit (AV) nomked ObITH He

| 4 Gonaee 15,0
10 Assay/Koamuectsenmoe | 100.7mg/100.7mr  900mg to 110.0mg of CpHi0,
onpene/ieHne (ibuprofen) per tablet / Or 90,0 Mr mo
E 110,0mr Ci3HigO; (ubynpoden) s
Tabnetke
1250 mg / 125.0 mr 1125mg to 137.5mg of CgHoNO;
! z‘ (paracetamol) per tablet /Ot 112,5 Mr 1o
| | . _ | I _ 1375 wmr C3H9NOZ (nanaue*ramom B
| Remarks : TheProduct conforms to ND/ Op:mcn APPROVED
 HIpumevanue: IIpoaykt cooTeetcTByeT TpeboBaryam H]I Jaxmoyenre: OJOBPEHO
Prepared by / ; Checked by / Approved by: Manager/Executive /
. [loarotoBnero: / ' [1posepeno: Santogh Kumar Maurya | Onobpeno: Menemxep / Py KOBQITC 1b
lAnkzt |5 f (‘”} Manoj Kumar . .-’,7
Repnnt Date: Reprint Date: N Reprint Date:
Hara: 11.08.2023 Hara: 11.08.2023 Jara: 11.08.2023 -
Registered Officc: 8:2-337, ficad (4 2, Banjarn Hills, 1y - 500034, T dangang, in
Tel: +91 40 4800 20006, Foxy 19130 4500 2994, Lmail sai@drredriyuonm
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
iHvanﬁ tOnnop”, Tabnerkn ﬂﬁcnepmpyemme [ans peteit], 100 mr+ 125 mr

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Page50f 6/Crp. Su3 6

|

Batch No/ V2301474 Batch Quantity / 5386 4kg

Cepust Ne : i ~ Pasmep cepuH : e
Analytical Rspc:rt No/ 8 90001679600 Date of Analy_sxs / 1 1.08.2023
Anamutiyeckuii otuer Ne ; Hara ananusa: e
Date of Manufacture / Tul-2023 Date of Expury/. un-2028

JlaTa NIpoM3BOACTEA Tonen 10 : -

Analysis performed accordmg ND / AHanus nposejes no HJI: TTNO11252/02- 150323

Test / ITokazaTenn

+ Ne

11 Package / Ynakoska

|

| 12 [Labeling / Mapxuposka

Results / Pe3syapTaTsl

§

”Speciﬁcation { Hopma

TabneTke f

- 10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
ccarton. / [lo 10 Tabnetox B Bnncrep
13 IIBX/AL ITo 2 6nucrepa BMecte ©
HHCTPYKUHEH [10 [pPUMEHEHHIO B
nayxy KapTOHHYIO.

10 tablets in PVC/AI blister. 1, 2 or 20|
blisters and patient information leaflet in’
a carton. / ITo 10 Tabnerok B Girvcrep 13 |
IIBX/AL Tlo 1, 2 mnu 20 Gaucrepos
BMECTE C HHCTPYKLMEH 10 anMei-nzmzuo;i

B MaYKy KapTOHHYEO. ’

-E-According to ND. / B cootsercTeiE ¢ HJI

13 ‘%rage conditions /
XpaHenne

I

In the original packaging (blister in carton) at temperature below 25 °C.. / |
B opurunansHoii ynaxosxe (61HCTep B TAUKe) IPH TEMIEPATYPE HE BhILIE ;

25:9C:

14  Shelf life / Cbmc I‘Oll—HD(‘.TH .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. / HenniTaune npoBogaTes TOBKO A Kancyoi 20-i CePHH HJIH XI5t ONHOMH CepHHU B
rof, B 3aBHCHMOCTH OT TOI'0, YTO HACTYNMT panee. [lokasaTens MOXKET OTCYTCTBOBATE B cepTuduKaTe aHAIU3A.

Hpumevanne: [Tponykr cooTBeTcTBYET TpeboBaHUAM H]T

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Remarks : The Product conforms to ND/
Prepared by / s
| [TonroToBjEHO: / 4
5 } .t / . i
L
Reprint Date:
Hara: 11.08.2023 L
Re.tis LTy

vwvdireddys.co by

Checked by / Approved by: Manager/Executive /
[Tposepeno: Santosh Kumar Maurya | Ono6peno: Menemxkep / Pylcnrzwum ib
(X Manoj Kumar i
| Reprint Date: Reprint Date: o T
_| Hara: 11.08.2023 Tara: 11.08.2023
=237, fw siara Hiils, s = Y
1 Yoo F 5130 4900 299¢, Eaaily {
CiN: LSD1G5AP193IPLL ?
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 6 of 6 /Crp. 6 13 6

e

Product: Ibuclin Junior, dispersible tabletﬁfgr_chiidreﬁ)"IOO mg+125mg i
Hbyxnus {”OHHOI_JW’,“TaGHETKH AHcnieprupyemsle [ans Aeteit], 100 mr + 125 mr {

Batch No / Batch Quantity / [
‘Cepus Ne : L _Yﬁf) 1‘474q Pasmep cepny 338.64kg
Analytical Repcirt No/ /890001679600 Date ofAnaIy'szs/ 111.08.2023 J
AHAIITHYECKHH OTveT Ne ; o i Hata anamnza: e
Date of Manufacture. / Jul-2023 Date of E)fpzry/ ' Jun-2028
Jlata npoussozctea : o o Copen no o L
!Analys_ig performed according ND / AHanuz NPOBELEH No H)J.QL NO1 1252/0_2—150’:"23» ) _
"API name (INN) / N e T
Hauvenoarue A ®C (MHH): Ibuprofen / Hﬁynpo¢1en i Paracetamol / [TapaneTamon -
|
{ API manufacturer batch number / PIBM230150 5047/22-23
Homep cepun npoussoxurens ADOC:
FP Maﬂu_fa;tﬁrerwAl;—I Batch number / - - ;
Homep cepun cybeTanmuam FEQAQ0218 FEQA00191
nponssoputens IJid: o e e 4 o
Solara Active Pharma Sciences Sr1 Krishna Pharmaceuticals Lid.,,

i API Manufactured by & country /
' Ilpoussoanrens ADC, crpaHa:

Limited, India / Conapa Dxrus India / Ipy Kpwinua
Dapwma Caiietcns Jlumuren, Unaus | ®apmacsiornxans JItn., Unpus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpﬂmeqarme:_ Tpoaykr COOTBETCTRYET TpeboBanusm HJ[ ) 3axmoyenue: OJOBPEHO !

Prepared by / 2, Checked by / Approved by: Manager/Executive /

HMoarorosneno: J [Iposepero: Santosh K umar Maurya | Onobpeno: Menewiep / PykosoguTens

Ankit (@L} Manoj Kumar } v/

fLie Ao |

Eep;irit Date: ) Reprint Date: T Reprint Date: = )

| ara: 11.08.2023 fara: 11.082023 Jara: 11082023 |

Regjistercd Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4800 2893, Email: mail@drreddys.com
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