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Page 1 0of 6/ Ctp. 1143 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6y kmn I0nnop”, Tabnetku ancneprupyemsie [ans aeteii], 100 mr + 125 vr

Batch No / V2302087 Batch Quantity / 547.50 kg
Cepus Ne : Pasmep cepnut :

Analytical Repcirt No/ 890001696501 Date of Analysis / 99.10.2023
Ananutudeckuit oryet Ne : Jara ananusa:

Date of Manufacture_/ 09-2023 Date of Expiry / 08-2028
JTara npon3BoACTBEA TozeH 110 :

Analysis performed according ND / Ananu3 nposesien o HJT: ITN011252/02-150323

No Test / Ilokazarenn

Results / Pe3yabTaThl

Specification / Hopma

1 |Description / Onucanue

Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrible  MIOCKOLMIMHIPUUECKHE
TabNeTkd  po30BOro  UBera ¢

BKparJIeHUsIMH, ¢ Gacko U pUCKOH
Ha OIHON CTOpPOHE, ¢ XapaKTEPHBIM
3amaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnbie TIIOCKOLMJIHBIPHHECKHE
TabJIeTKH PO30BOI0O BeTa c
BKpaIuieHus My, ¢ $ackoii ¥ puckod Ha
OIHOH CTOpOHE, C  XapaKTePHBIM
3amaxoM.

2 |Identification /
IMogauHHOCTH

Complies as prescribed/
CooTBETCTBYET

The retention times of the main peaks on
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). /
BpemMeHa  yIep)KMBaHUS  OCHOBHBIX
IVKOB Ha XpOMaTorpamMMe
HCOBITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBAThH BpEMEHaM
yIAepKUBaHUS IMKOB Ha
XpOMaTorpaMme pacTBopa CTaHAapTHBIX
o0pa3uoB ubynpodeHna 1 napaneramosna

(paszmen «KonuuecTBeHHOE
OIpeNEIEHHEY).
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpaveyanue: [IposyKT cOOTBETCTBYET Tpebosanusam HJI

3aknouenne: OJJOBPEHO

Prepared by /
[loaroTtosnexo:
Santosh Kumar Maurya

(¥

9/_

Checked by /
[Iposepeno: Pardeep Kumar i

—

Approved by: Manager/Executive /

Ono6peno: Menemiep / PykoBopuresns
Abhishek Chauhaflk A
\

Reprint Date:
Hara: 29.10.2023

Reprint Date:
Hata: 29.10.2023

Reprint Date:
Hara: 29.10.2023

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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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun IOunop®, Tabnetkyn aucneprupyemple [1us aeteii], 100 mr+ 125 mr

Batch No / V2302087 Batch Quantity / 547.50 kg
Cepust Ne : Pa3mep cepuu :

Analytical Repgrt No/ 290001696501 Date of Analysis / 29.10.2023
Ananutnyeckuit otyet Ne : Jata anasiu3za:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa Ipon3BOACTBA : ["ozmeH 10 :

Analysis performed according ND / Ananus nposenex no HJI: TTN011252/02-150323

Ne Test / [Ioka3aTeanb Results / Pe3yabTaThl Specification / Hopma
3 | Average weight of tablets / 365.5 mg/ 365.5 mr 357.7 mg to 372.3 mg
Cpeanss Macca Ta6J1eTOK . (365.0 mg +2.0 %). /
Complies/Co0oTBETCTBYET Ot 357,7 Mr 10 372,3 Mr
(365,0 Mr £ 2,0 %)
4 | Disintegration / 00 min 43 sec/ 00 MmuH Not more than 3 min /
PacnagaeMocthb 43 cex He 6onee 3 MuH
5 |Dissolution / PacTBopeHue 97 % to 101 % Not less than 70 % (Q) of Ci3HisO2
(ibuprofen) after 30 min / He menee
70 % Q) Ci3HisO;
(ubynpoden) yepes 30 MuH
97 % to 100 % Not less than 70 % (Q) of CsHgNO;
(paracetamol) after 30 min / He meHee
70 % Q) CsHoNO,
(napaneramon) yepes 30 MUH
6 m/ Complies / CooTBeTCTBYET UnMension passing through the
JucnepcHoCTh 710 pm sieve is formed / O6pazyetcs
OJIHOpOJHAsl CYCNEH3Us, IPOXOASIIas
yepe3 CHTO C pa3MepoM OTBEpPCTHUi
710 MM
7 |Related substances / PoacrBeHHbIe IpUMeCcH

Remarks : The Product conforms

IMpumeyanue: [Ipoayxr coorseTcTByeT TpeboBanusiM HJJ

to ND/

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / év;‘ Checked by / Approved by: Manager/Executive /
[JoaroroBneHo: ITposepeno: Pardeep Kumar Onobpeno: Menenxep / PykoBoputens
Santosh Kumar Maurya QL Abhishek Chauhan 5
Reprint Date: Reprint Date: Reprint Date: k

Jarta: 29.10.2023

Jara: 29.10.2023

Jata: 29.10.2023

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 Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A
Page3 of 6/ C1p. 313 6

Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxnua FOunop®, Tabnetku aucneprapyemsie [ans aeteii], 100 mr + 125 mr
Batch No/ V2302087 Batch Quant1t§{ / 547.50 ke
Cepust Ne : Pa3mep cepun :
Analytical Repc:rt No/ 290001696501 Date of Analysis / 29.10.2023
AHanuTrueckuil order Ne : JlaTa aHanu3za:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Hata npounssoncrsa : T'ozneH po :

Analysis performed according ND / Ananus nposeaes no HJI: IT N011252/02-150323

Ne Test / [lokazaTesn Results / Pe3ynbTaThl Specification / Hopma
Method 1 / Meton 1 0.0003% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Onpepenexue coaepx aHus 4-amuHODEHON (npumech
4-amuHOdeHONa napaiueramorna) - He 6onee 0,005 %
Method 2 / Meton 2 Below BDL (BDL= 0.05 %) / Huxe Any individual unidentified impurity of
Ibuprofen and Paracetamol 1OpOra perncTpaLHy ibuprofen or paracetamol - not more than
unidentified impuritics / (TTP =0.05%) 0.2 %
OrnpeneneHue Enuuuybas  HeuJeHTHGOULHAPOBaHHAS
HEUIEHTU(DHULIHPOBAHHBIX NpUMeCh ubynpodena 17001
npuMeceit nbéynpodeHa u napaieramora - He 6osee 0,2 %
napareramosna
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.0003%
npumeceit (Meron 1 +
Meron 2)

8 |Microbial limits* / MukpoGHosoruyeckasi 4HcToTa*
a) Total aerobic microbial NA Not more than 10° CFU/g/
count / O61ee unucno He 6onee 10° KOE/r
aaPOOHRIX
MHKPOOPTraHU3MOB

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akaouenue: OJOBPEHO

Prepared by /

IloaroroBneHo: 3

Santosh Kumar Maurya

Checked by /
ITporepeno: Pardeep Kumar t

Approved by: Manager/Executive /

Opobpeno: Meuemxgp / PykoBomureb
Abhishek Chauhan L\

Reprint Date:
Jata: 29.10.2023

Reprint Date:

Hara: 29.10.2023

 S—
Reprint Date: )
JHara: 29.10.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Lid.
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
CEPTUOUKAT AHAJIM3A
Paged of 6/ CTp. 4 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun IOrnop”, Tabnetku aucreprupyemsie [ans geteit], 100 mr + 125 Mr
Batch No / V2302087 Batch Quantlty. / 547.50 kg
Cepns Ne : Pasmep cepun :
Analytical Rep(f’rt No/ _ 290001696501 Date of Analysis / 29.10.2023
Axanurndeckuid ot4yeT No : Jlata aHanuza:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlata npoM3BOJCTBA : ["onen no :

Analysis performed according ND / Ananus nposezies no HJI: [T N011252/02-150323

Ne

Test / [loka3zaTesn Results / Pe3yabTaThl Specification / Hopma
b) Total combined yeasts NA Not more than 10° CFU/g/
and mould count / O6uiee He 6onee 10 KOE/r
YHCIIO APONOKEBBIX U
IUIECHEBBIX I'PHOOB
¢) E. coli NA Shall be absentin 1 g/

OtcytcTBHE B 1 T

9 |Uniformity of desage units / OnHOpPOAHOCTH 103UPOBAHHUSA
Ibuprofen / U6ynpoden 2.1 The acceptance value (AV) should be not
more than 15.0 / [Tlokasatens
npuemneMoctd (AV) momkeH ObITH HE
bonee 15,0
Paracetamol / Ilapaneramon 2.1 The acceptance value (AV) should be not
more than 15.0 / IlokasaTens
npuemieMoctTd (AV) noykeH ObITh HE
6onee 15,0
10 |Assay/ KosuuecrBeHHOE 99.8 mg/ 99.8 mMr 90.0mg to 110.0mg of C;3sHisO:

onpejeJieHHe

123.9 mg/ 123.9 Mr

(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 Mmr C;3Hi3s02 (ubynmpoden) B
TabneTke

1125 mg to 137.5mg of CsHoNO;
(paracetamol) per tablet / Ot 112,5 Mr 1o
137,5 mr CgHoNO, (maparneramon) B

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt coorBercTByeT TpeboBanusiM HJI

Opinion : APPROVED
3axiouenue: OJJOGPEHO

Prepared by /
IMoaroToBneHo: —
Santosh Kumar Maurya

Checked by /
[Mposepeno: Pardeep Kumar z

Approved by: Manager/Executive /

Onobpeno: Menemiep / Pykosoautens
Abhishek Chauha?&d_ \

Reprint Date:
Jlara: 29.10.2023

Reprint Date:

[Hara: 29.10.2023

Reprint Date:
Hata: 29.10.2023

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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www.drreddys.com
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Dr. Reddy's Laboratories Lid.
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
CEPTHOUKAT AHAJIM3A

Page 50f 6/ CTp. 5u3 6

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

U6ykimH IOunop®, Tabnetkn pucneprupyemsle s aereit], 100 mr + 125 mr

Batch No / V2302087 Batch Quantlty./ 547.50 kg
Cepus Ne : Pasmep cepun :

Analytical Repcin No/ ‘ 890001696501 Date ofAnaly.sm / 29.10.2023
Ananutudeckuii otyer Ne : JlaTta apanuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTta npoOU3BOJCTBA : l'ozmen fo :

Analysis performed according ND / Ananus nposeer no HJI: II N011252/02-150323

No Test / Ilokazarensb

Results / Pe3yabTaThl

Specification / Hopma

TabneTke

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnerok B 6auctep
u3 [IBX/AL. ITo 2 6nuctepa BMeCTe €
HHCTPYKIIHEH 1O TPUMEHEHUIO B
IQ'IICy KQPTOIIIYIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 tabnetok B 6yucrep u3
[IBX/AlL Tlo 1, 2 wimu 20 Gnucrepos
BMECTE C HHCTPYKIUEH 0 NPUMEHEHHIO
B OATKY KAPTOHHY.

12 |Labeling / MapkupoBka According to ND. / B cooterctBuu ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opuruHansHO# ynakoske (61MCTep B IaYKe) NPH TEMNEPATYPE HE BBIILE
25 °C.
14 |Shelf life / Cpok rognocT |5 years /5 ner

* 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. / McnbITARAe NPOBOAUTCS TOJIBLKO JUISL KAX/10# 20-i cepHd WM JJIsl OHOM CepHH B
rofl, B 3aBHCHMOCTH OT TOF0, 4TO HACTynuT paHee. [loka3aTeb MOXKeT OTCYTCTBOBAaTh B cepTUHKATe aHAIH3A.

Remarks : The Product conforms to ND/

ITpumeuanue: [1poaykT cooTBeTCTBYET TpeboBanusam HI

Opinion : APPROVED
Zaxnouenne: OJJOBPEHO

Prepared by / @L, Checked by / Approved by: Manager/Executive /
TloarorosneHo: = [Iporepeno: Pardeep Kumar f Onobpeno: Menemkdp / Pykosoautens
Santosh Kumar Maurya = Abhishek Chauhan \
Reprint Date: Reprint Date: Reprint Date: '

Hara: 29.10.2023 Hara: 29.10.2023 Hara: 29.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Page 6 of 6/ CTp. 6 3 6

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

M6yknun Ounop”, Tabnerkn aucnepriupyemsle [ans aeteit], 100 mr + 125 mr

Batch No / Batch Quantity /

Cepust Ne ; V2802687 Pasmep cepun : >47.50 kg
Analytical Repgrt No/ 890001696501 Date of Analysis / 29.10.2023
Ananutnyeckuit otyeT Ne : JlaTa ananusa:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlara npon3BOACTEA : ["ozieH 10 :

Analysis performed according ND / Anainus nposezier no HJI: IT N0O11252/02-150323

API name (INN) /
Hammenosamue AGC (VIEHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM230318 APAPE2023060682

Homep cepuu npoussoautes ADC:

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIIMH FEQA00402 FEQA00329

npouspoautens I'JIP:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DKxTHB ['panynec Unaus Jlta., Unaus
Ipoussonutens APC, crpana: ®apma Caitencns Jlumuren, Manus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBanusm HJ 3akmouenue: OJJOBPEHO
Prepared by / @_ Checked by / Approved by: Manager/Executive /
[lonroroBneHo: [Tposepeno: Pardeep Kumar [ Onobpeno: Menemnep / Pykosoaurens
Santosh Kumar Maurya e.l—/ Abhishek Chauhank _ \
Reprint Date: Reprint Date: Reprint Date:
Jara: 29.10.2023 Hara: 29.10.2023 Jlata: 29.10.2023

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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