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CERTIFICATE OF ANALYSIS
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxnun IOH_Hop TabNeTKH AUcneprupyemsle [ zerei], 100 mr+ 125 mr
Batch No / }Batch Quantity /

]

. ’V2301494 i 539.000kg
Cepus Ne N N o Pasmep cepun : .
Analytical Report No / ( 1890001680810 Date ofAna1y.51s / 16.08.2023
Ananutuyeckuit otuer Ne : Hata axanusa: | —
Date of Manufacture / Jul-2023 Date of Expiry / Jun-2028
Hara npoussopcrsa : i ; ilomen g0 : i L
i_A_q_alysis performed according ND / Anamas nposesen no HZI: TT N011252/02-150323
_ Né i Test / Ilokazarens 1 Results / Pe3y.§'lLTaTI;;m ’ Speciﬁcatioﬁ / Hopma B

1 Ebegcﬁpﬁon/(}nﬂcz{ﬂ“ﬁé 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. / {Kpyrneie NNOCKOUANHHIPHYECKHE |

| ' ' BKpanneHuaMH, ¢ (ackoH W pHCKOH ofHOM  croposde,
Ha OfIHOH CTODOHE, C XapaKTEPHBIM 3AITAXOM.
3aaX0M.

i
1
i

| Kpyraele nnocKoUMIHHOpHYeckde TableTkH  po3oBOro  mBera cf
i TabneTKH ~ pO30BOTO  UBETA ¢ BKpamieHHAMH, ¢ dackod M pHekoi Ha '

c XapPaKTePHBIM

| Identification / : Complies as prescribed/ ~ The retention times of the main peaks on

TlopMmHHOCTE | CootBercTayeT 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), /|

Bpemena  ymepxumBaHus

MiKOB Ha

l WCIEITYEMOTO  PACTEOPA  JHOJGKHEI |

i COOTBETCTBOBATH
| YOEDKHBAHHS

QCHOBHBIX |

XpomaTorpamMme |

|

BpEMEHaM |
ITHKOB Ha,

| | XpPOMaTOrpaMMe pacTBOpAa CTAHAPTHERIX | !

obpaznos nbynpodera 1 napaueTamona
«KonuyecTernHoe | :

(paznen
' omnpeneneHuen).

| Rcmalks The Product couforms to ND/ ) !' OpITl“JiT)»ﬁ~ APTROVED

\ Ipumeyanye: TIpoliykT cooTseTcTByeT TpeGopaHaM HJJ 3axmwoaenve: OJIOBPEHO

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

[Noaprorosnexo: HpOBepeHo Hum csh Kumar Onobpeno: Mene i
—

Pardeep Kumar - - o ———s Abhishek Chauhan™

Il Reprint Date: Rcﬁ;i—ﬁt Date: ' Reprint Date:
| Hara: 16.08.2023 Hara: 16.08.2023 ) | Hata: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCOOAS0T7
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for ch1ldren) 100 mg + 125 mg B
MOy EOHHop Tabnerks nucneprupyemsie [ans gerei], 100 Mr+ 125 mr _

Batch No / [V2301494 Batch Quantity / 539.000kg

Cepas Ne : ‘ _|Pasmep CEpHH : ]
Analytical Report No / 5890001680810 Date of Analys;s / 16.08.2023
|AHaJiuTHYecKHH oTueT No : o Jara ananusa: _ L

Date of Manufacture / Tul-2023 Date of Expiry / Jun-2028

Jata npounzsoicTsa : Tonter 10 :

| Analysis performed according ND / Amnanus nposeaen o HI: IT NO1 1252/02 150323 _}

Test / THowasarens

~|357.7mgt0 3723 mg

P Ne | Resulls / Pesysuprarst
lAverage weight of tablets/ 366.4 mg/ 366.4 Mr
Cpenasn macca TaGaerok Complies/CooTeercTRYET

—— |

| 4 Dlsmtegratmn ! 00 min 24 sec / 00 muu 24 cex

'i PacnanaemocTts

5 (Dissolution / PacrBopenne

Dispersibility /
 JucnepcuocTs

1

i

98 % to 103 %

96 % 10 101 %

Complies / CooretcTBYET

J Speuﬁtatmn / HapMa

(365.0 mg+2.0 %). / g
Ot 357,7 Mr 1o 372,3 My I
| (365,0 M £ 2,0 %) |
i Not more than 3 min / I
He Gonee 3 mus

" "Not less than 70 % (Q) of CT3H1802’

(ibuprofen) after 30 min / He MeHee
170 % Q) CisHigOs

(ubynpoden) yepes 30 Mun

Mot lcss than 70 % (Q) of CylINO,
(paracetamol) after 30 min / He menee,
70 % Q CsHoNO,
I(Hapaue'ramo:[) yepes 30 Mun

' Uniform suspension passing through the |
| 710 pm sieve is formed / O6pa3ye‘rcst§
ONHODOJHAS CYCHEH3HsA, NPOXOUILAL
,UEpe3 CHTO C pAa3MepoM OTBEpCTHH
710 MEM

7 | Related substances / Po,r(cTBeHHme NpumecH

Prepared by /
¢ [logroToBnexo:
Pardeep Kumar

[ 74

- S

‘Remarks : The Product conforms to ND/
| pumeuanue: IIpoykt cooTBeTcTBYeT TpeGosaumsam HIT

Upinion : AFPRO VED
3axumoyenue: OJOBPEHO

Checked by /
Hposepeﬁo:-ﬁmcnh Kumar

Approved by: Manager/Executive /
Onobpeno: Meremxep / {‘;. KOBOHTE Db
Abhishek Chauhan S

i

‘Reprint Date:
Hara: 16.08.2023

Reprint Date:
Hara; 16.08.2023

Reprint Date: i
Hara: 16.08.2023 H

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

[Product; Tbuclin Junior, dispersible tablets (for chil dren) 100 mg + 125 mg
Hbyrmn IOHHOp TabneTKu Aucneprupyemsle [ans geteti], 100 mr + 125 mr

Page3of 6/Ctp.3u3 6

‘Batch No/ {Batch Quantity /

CepusNe: _ V2301494 - Pasmen cepum ; 539.000kg L
Analytical Repgrt No/ 890001680810 Date of Analysis / 16.08.2023
ARamatuyeckuii otyer Ne : i Jata ananuza: A L

Date of Manufacture / Tul-2023 LDate of Expiry / Jun-2028 A
Jara npou3BOAICTBA : Tonen no: o

Results / Pe3yaeraTni
0.0001%

| Test / llokasatens |
] Method 1/ Meron 1

| l4—Aminophenol content/
' Onpegencrue cogepxanms |
I 4-amuuodeHona

, Method 2 / MeToy 2
i Ibuprofen and Paracetamol
i ‘unidentified impurities /
' {Onpenenexue ;
' | HEHJIEHTHQHITMPOBAHHBIX
! npumMecel nbynpodena u
TiapaleTaMosia !
Total impurities (Method
1+Method 2} / Cymma
mpumecedi (Metox 1 +
| Meton 2)

8  Microbial limits* / l\rlmcpoﬁm) JOTHYECKAs YHCTOTa™

S0CFU/g/
50 KOE/r

BDL (disregard Limit 0.05%)%

0.0001%

i

| a) Total aerobic microbial
| count / OBruee urcno

' a5pOBHBIX

- MMKPOOPI'aHH3MOR

Analysis performed accordmg ND/ AHanK3 NpoBeeH no HJI JINO011252/02- 150323

Specification / Hopma

a 14-am1nophenol (paracetamol Impurlty) |

Pnot more than 0.005 %
{4-amunOdeHo (npumecs
| napateramona) - He donee 0,005 %

' Any individual unidentified 1mpur;ty of
libuprofen or paracetamol - not more than
0.2%
rEJIHHH‘iHaH HEHJIEH THQULHPOBAHHAS
| IPHMECh ubynpodena U |
napateramosna - He Gonee 0,2 %

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

! |

t

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

B —— e -

Reutarks . The Product cotlol s (o ND/
Hpumeganue: [lpoaykr cooTseTcTBYET Tpebosanuam HJ

Opiniun : APPROVED
3axmrouenne: OQJIOBPEHO

Prepared by / Checked by /
[ToaroroBneHo: [Tpoeepeno: Himesh Kumar
Pardeep Kumar 4

i
-

-

!

o ﬁepn:};t Date:
| Jara: 16.08.2023

Reprint Date:
¢ Jara: 16.08.2023

Approved by: Manager/Executive /
Onobpero: Meiter RSP / ' PyxoBopuTens
Abhishek Chauhan .

-

| Reprint Date:
___.HE_T&Z“ 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIHU3A

Paged of 6/ C1p. 413 6

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

Mbyximn IO}«_mop Tabnetky pucneprupyemble [ang getel], 100 mr+ 125 mr

Batch No / [Batch Quantity / T
Cepus Ne : . _VBOM% ‘Pasmep cepup : 30000kE — ]
'Analytical Rep:zrt No/ 290001680810 Date oI"Analy.sm / 16.08.2023
Ananurideckui oTuet Ne : :Jlata ananusa: o

Date of Manufacture / Tul-2023 Date of Expiry / Jun-2028

\Jlata npousBofcTEa T'open 1o : 3

Analysis performed according ND / Arajins npoBefeH 1o HI{ I N01 1252/02-150323

N | Test / okazaTens Results / PesyasTaTs! Spcelﬁcnt:on / Hopnm '
'b) Total combined yeasts i " " Lessthan 100 CFU/g/ ~  |Notmorethan 10? CFU/g/ |
,and mould count / O6wee | Menee 100 KOE/r [ He 6onee 10° KOE/r

| HHCHO JIPOROKCBBIX H
= TUIECHEBBIX IPHOOR

i ¢)E.coli o m : Absentinlg/ | Shall beabsentinlg/ -|
| OtrcyrcteyeTB 1T 'OrcytcTBHe B I T '
! {S— . IV - SR Fa— |
! 9 | Uniformity of dosage units / Omm PONHOCTD IO3HPOBAHKS ﬂ

Ibuproren / Ubynpoden 0.8 The acceptance value (AV) should be not

more than 150 / Tlokasarens
npuemneMoctd (AV) noked OnITE He
bonee 15,0

 Paracetamol / ﬁﬁnpaue'ramm 0.8 tThe a'cceptance value (AV) should be not
more than 15.0 / [lokasarens
npuemnemMocTd (AV) nomkeH ObITH He
Bonee 15,0

{10 Agsay/KonuqecTBeéﬂoe ‘ 100.5 mg / 100.5 mr 90.0mg to 110. Omg of C[}H]so:z
(ibuprofen) per tablet / Or 90,0 Mr go'

onpene/ieHHe |
110,0 mr Ci3HisO2 (ubynpoden) s,
TabneTke ;
' 1247 mg / 124.7 mr 1125mg to 137.5mg of CgHoNO;,
{(paracetamol) per tablet/ Or 112,5 mr ji0
| S ,.___ - ;‘£375MP C3H9N07 (napaueTaMon] B
Remarks : The Product conforms fo ND/ * | Opinion : APPROVED |
| IIpumeyanne: Ilpoaykr coorseTcTByeT Tpebosaruam HJ Jaxmouenne: OIOBPEHO ,
Prepared by / Checked by / Approved by: Manager/Executive / '
TloxroTosneHo: [TpoBepeno: ﬁ—limcah Kumar Opnobpeno: Nenenxey i/ Pyroronurean ‘
Pardeep Kumar 4 R J Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
) Hara: 16.08.2023 Hara: 16.08.2023 | Hdara: 16.08.2023 i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4300 2900, Fax: +81 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page 5of 6/Ctp. 513 6

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

HU6yknun FOnuop”, TabseTku qucneprupyemsie [ gereit], 100 mr+ 125 mr o
Batch No / IV2301494 \Batch Quantity / 539.000kg

Cepua No: Pasmep cepnu : | i

Analytical Reptzrt No/ E8900016808 10 Date of Analysis / 16.08.2023
Ananuriyeckui oTyer Ne d - _ ) _ | Mara ananusa: ]
Da'te of Manufacture./ Jui 2023 Date of E Expiry/ Tun-2028

Hara L IIPOM3BOACTEA ; Topen oo : o _ i
Analysis performed according _E:JD / Ananmz nposeen mo HJL: ITN011252/02-150323 o

! .Nlr Test / Hmcasare.ub Results / PesyapraTs E Specification / Hopma j
j o | o ‘tabnerke -

j 11 a:Package / Ynaxoska 70 tablets in PVC/A[ blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or ﬁ

f‘ and patient information leaflet in a|blisters and patient information leaﬂet m

carton. / Ilo 10 Tabnetox B 6mmctep | a carton. / ITo 10 Ta6nerox 8 Gnucrep M3
' us [TBX/AL Ilo 2 6nucrepa BMecte ¢ i TIBX/AL Tlo 1, 2 wma 20 6nnczepoa
; MHCTPYKUHEH 110 NPUMEHEHHIO B.BMECTe C HHCTpyKUMEH no ﬁpHMEHeHHEO
| ' navky KapTOHHYH. B NayKy KapTOHHyIO :

EAccordmg to ND. / B cooteercTrium ¢ HJI.
] fIn the original packagmg (blister in carton) at-t_e_ﬁfﬁer“éture below 25 °C./

13 | Storage conditions /
Xpanenue B opuriHansHOR ynakoske (6aucTep B Nayke) Npu TEMIIEPATYDE HE BBILIE |
| 25°C

i 14 |Shelf er?&pdx?mnozﬁi .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. / MenriTanae npoBosaTeS TOMBKO U1 Kaskxoi 20~ cepuy HIA AIS OXHOMN CepHH B
rof, B 3aBHCHMOCTH OT TOr0, 4T0 HACTYNHT panee. [lokasaTenb MOXET OTCYTCTBOBATL B cepTHHKATE 2HANN3A,

le

Labehng 7] MapKn pomca

Remarks : The Droduct conforms to ND/
Ipumeyanne: [Iponykr coorsercTByer Tpeboaruam H]J

Opiuivu . AFTROVED
| 3axiouenue: OJOBPEHO

Jara: 16.08.2023 | Mlara: 16.08.2023

Prepared by / Checked by / Approved by: Manager/Executlve/
IoarorosieHo: [TposepeHo: Hzm& <h Kumar Onobpeno; Meneraep / Py RQBOTLIITE ML
Pardeep Kumar ™ — e Abhishek Chauhan

Reprint Date: | Reprint Date: Reprint Date:

Hara: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emall: mail@drreddys.com
CIN: L85195AP1984PLCO0ASQT7

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJHA3A
Page 6 of 6/ CTp. 6 13 6
i?fod_ﬁct: Ibuclin Junior, dispersible tablets (fof?:hiidren) 100 mﬁ 125 mg T o
Hoyxmm I0nuop”, Tabnerk ancnepripy cmbie [n19 mereti], 100 Mr+ 125 mr
: . ] e _ g s
BatchNo / V2301494 IB?‘C}’ Quantity /539 000kg
Cepus Ne : | Pasvep cepins ;. -
Analytical Rep(jrt No/ ’8900016808 10 [Date of Analysis / 16.08.2023 t
AHaaHTHYeCK#H oTyeT No ; i N Aara ananuza; o e J
Date of Manufacture / Jul-2023 Date of Expiry / Tun-2028
Aata npouzsoctra ’ __Tomen po: | .

Analysis performed according ND /.Aﬂanm‘;mgu;_mﬂ no HjI: [TNO011252/02-150323

1

| API name (INN) /
| Hanmenopanue ADC (MHH): f ) Touprofen / HGWPQ@H
!
API manufacturer batch number / I PIBM230137

Homep cepuu npoussonurens ADC:

FP Manufacturer API Batch number /
Homep cepun cy6eranmuu ' FEQA00219
npoussonurens IJID: L B

Solara Active Pharma Sciences

Limited, India / Conapa xrtus

Dapma Caliencus Jlumuren, Mrumus

API Manufactured by & country /
Hponssonurens ADC, cTpana:

Paracetamol / Iapaueramon

5047/22-23, 4055/23-24

FEQA00191, FEQA00240

| Sri Krishna Pharmaceuticals Ltd.,

India / pu Kpummna

@apmacerotikans JIitn., Uanus [

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2500, Fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN: LB5195AP1584PLC0O04507
www.drreddys.com

Remarks : The Product conforms to ND/ Opinion : APPROVED “HI
Ipumeuanne: [Tpoaykr cootBercTBYET TpeboBarusM HJI ) 3axmouenne: QIOGPEHO

| Prepared by / - Checked by / Approved by: Manager/Executive /
HMogrotosneno: *1’ ) ITposepeno: Himesh Kumar Onobpeno: Menemkep | Pykoroii e
Pardeep Kumar e .-, S .- | Abhishek Chauhan \

’ Reprint Date: Reprint Date: Reprint Date: -
Mara: 16.08.2023 _ Hata: 16.08.2023 ‘ §£§Ta: 16.08.2__(_}23_ _ I



