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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmun IOnuop”, Tabnetku aucneprupyemsle [us gereii], 100 mr + 125 mr

1 |Description / Omacanue

Batch No/ V2301475 Batch Quantity / 537.00kg
Cepus No : Pa3smep cepun :
Analytical Rep(\)'rt No/ 890001680068 Date of Analy.s1s / 24.08.2023
AHamuTHueckui otueT No : JlaTa aHanu3a:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jara npousBojcTBa : T'ogen 1o :
Analysis performed according ND / Ananu3 nposeaeH no HJ[: [1N011252/02-150323
Ne Test / IloxazaTens Results / PesyanTaThl Specification / Hopma |

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

score-line on one side and
characteristic odor. /
Kpyrnele  miOCKOLUMIHHIPUYECKHE
TabIETKH  PO30BOrO  [BETa  C

BKpaIUIeHUsAMHU, ¢ ackoll U pUCKOH
Ha OJHOH CTOPOHE, C XapaKTEPHBIM
3anaxom.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyriisie TUTOCKOLIMITMHAPHIECKHE
Tabnerku PO30BOTO LBeTa c
BKPAIUICHHAMH, C (ackoll M pUCKOH Ha
OAHOM  CTOpOHE, C  XapaKTepHBIM
3aMaxoM.

Identification /
IlogimHHOCTH

Complies as prescribed/
CooTBETCTBYET

| MUKOB

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). /
BpemeHa  ynepKuBaHHUS ~ OCHOBHBIX
Ha xXpoMarorpamme

pactBopa  OJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIAepKUBAHUS [IUKOB Ha
XpoMaTorpaMme pacTBOpa CTaHAapTHBIX
06pazuoB ubynpodeHa u napaneraMmosna
(paznen «KonunuectBenHoe
OTIPEACNICHUER).

HCIIBITYEMOI'O

Remarks : The Product conforms to ND/
IMpumeyanue: [TponykT cooTBeTCTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axmouenue: OJJOGPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya '

Checked by /
Ipoeepeno: Pardeep Kumar f

Approved by: Manager/Executive /

Onobpeno: Menenxgp / Pykosonurens
Abhishek Chauhan T\-

bt

Reprint Date:
Hara: 09.11.2023

Reprint Date:
Jara: 09.11.2023

Reprint Date:
Jata: 09.11.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg+ 125 mg
W6yxmuH FOruop®, Tabnetku gucneprupyemsie [ans aereii], 100 mr+ 125 Mr

Batch No / V2301475 Batch Quantity / 537.00kg
Cepus Ne : Pasmep cepud :

Analytical Repgrt No/ 890001680068 Date of Ana1y.51s / 24.08.2023
AnanutHyeckuii otyeT Ne : JlaTta aHanusa:

Date of Manufacture./ 07/2023 Date of Expiry / 06/2028
JlaTta npoKU3BOICTBA : T"onen no :

Analysis performed according ND / Ananu3 nposesied no HJI: TIN011252/02-150323

Ne Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
3 | Average weight of tablets / 364.2 mg/ 364.2 Mr 357.7 mgto 372.3 mg
Cpennsis Macca TabJ1eTOK . (365.0 mg 2.0 %). /
Complies/CooTBeTCTBYET Ot 357,7 wr 10 372,3 Mr
(365,0 Mr +=2,0 %)
4 |Disintegration / 00 min 20 sec/ 00 MuH 20 cek | Not more than 3 min /
Pacnagaemocts He 6onee 3 mun
5 |Dissolution / PacTBOpeHue 97 % to 100 % Not less than 70 % (Q) of Ci3sHis02
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3H1502
(nbynpoden) yepes 30 MUH
96 % to 98 % Not less than 70 % (Q) of CsHgNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO;
(napaueramon) yepes 30 MUH
6 |Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through the
JucnepcHocTh 710 pm sieve is formed / O6pazyeTcs
OJHOpOJHAs CYCHEH3Us, HpOXOoAsLas
yepe3 CHUTO C pa3MEpoOM OTBEPCTHH
710 MxM
7 |Related substances / PoagcTBenHble IpuMecH

Remarks : The Product conforms

Ilpumeuanue: [TpongykT cooTBeTcTBYeT TpeboBanusM HQ

to ND/

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
IToaroropneno: Santosh Kumar
Maurya

“ —

Checked by /
ITporepeno: Pardeep Kumar f

Approved by: Manager/Executive /

Onobpeno: MEHem{e@osoL{menb

Abhishek Chauhan
1

Reprint Date:
Hata: 09.11.2023

Reprint Date:
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Reprint Date:
Hara: 09.11.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxnun FOrKOp®, Tabnetku qucneprapyemsie [is aeteii], 100 mr + 125 mr
Batch No / V2301475 BAatch Quant1t¥ / 537.00kg
Cepusi Ne : Pasmep cepun :
Analytical Rep(zrt No/ 890001630068 Date ofAnaly.sw / 24.08.2023
Ananutuueckuil ot4er Ne : Jata ananusa:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jata npou3BOJCTBA : T'omeH 1o :
Analysis performed according ND / Ananu3 nposenes no HJI: IT1N011252/02-150323

Neo Test / Iloxa3zaTesanb

Results / PesyibTaThl

Specification / Hopma

Method 1/ Merox 1
4-Aminophenol content /
Onpezenenne cofepxaHus
4-amyiHOGEHONA

Method 2 / Metop 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpejenexue
HEeHIeH TAQULNPOBAHHBIX
| ipumMeceii ubynpodeHa u
mapaneramona
Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meton 1 +
Merton 2)

0.0001%

BDL (disregard Limit 0.05%)%

0.0001%

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

4-amuHOGbEHON (npuMech
napaueramona) - He 6onee 0,005 %

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

EnvauyHas  HEeUJeHTH(QULMPOBAHHAS
npuMech ubynpodeHa 1700
napaueramona - He 6onee 0,2 %

‘Not more than 0.7 % / He 6oiee O,7TA>

o

Microbial limits* / MukpoGuonoraueckas Yucrora*

a) Total aerobic microbial
count / Ob11iee yucio
a3pobOHBIX
MHKpPOOPraHU3MOB

Less than 100 CFU/g/
Memnee 100 KOE/r

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

Remarks : The Product conforms to ND/

Ilpumeuanue: [Tponykt cooreTcTByeT TpeboBanuaM HJL

Opinion : APPROVED
Zaxnrwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotorneno: Santosh Kumar | IIpoeepeno: Pardeep Kumar I Onobpeno: Menemikep / PykgBoauTens
Maurya @‘ = Abhishek Chauhank (\

-
Reprint Date: Reprint Date: Reprint Date:
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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




Dr.Reddy’s Qi‘

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Paged of 6/ CTp. 4 u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykmin FOunop®, Tabnetku nucneprupyembie [ans gereit], 100 Mr+ 125 mr
Batch No / V2301475 Batch Quantlty' / 537.00kg
Cepust Ne : Pasmep cepun :
Analytical Repc:rt No/ 890001680068 Date of Ana1y.51s / 24.08.2023
AHanuTH4yeckui oTdeT No ; JlaTta aHanuza:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa npou3BOCTBA ! Tonmen no :
Analysis performed according ND / AnHanu3 nposefien o HJI: I1N011252/02-150323
Ne Test / ITokazatens | Results / PesynbTaThl Specification / Hopma

b) Total combined yeasts
and mould count / Ob1uee
YHUCITO JPONOKEBBIX U
TIJIECHEBBIX TpHOOB

Less than 100 CFU/g/
Memnee 100 KOE/r

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

| ¢) E. coli

Absentin 1 g/
OtcytrctByeTB 1T

Shall be absentin 1 g/
OtcytctBHe B 11 |

Uniformity of dosage units /

OZ[HOPOJIHOCTB AO3HpOBaHHA

Ibuprofen / U6ynpoden

1.1

|
The acceptance value (AV) should be not |
more than 15.0 / Ilokasatens
npuemMieMocTd (AV) IODKEH OBITH HE
6onee 15,0

10 | Assay / KoanuecTBeHHOE

onpeaesieHHue

Paracetamol / Ilapaneramon

2.5

The acceptance value (AV) should be not
more than 15.0 / Ilokazarens
npuemiemMoctd (AV) IOKeH OBITH HE
6onee 15,0

[ 98.5 mg/ 98.5 mMr

121.3 mg/ 121.3 mMr

90.0mg to 110.0mg of Ci3H;s0;
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr C;3Hjs0, (ubynpoden) B
Tabnerke

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

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBETCTBYET TpeboBaHkusM HJI

Opinion : APPROVED
3axnouenue: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya
ry =

Checked by /
Iporepeno: Pardeep Kumar f

—

Approved by: Manager/Executive /

Ono6peno: Menemiep / PygoBonntens
Abhishek Chauhan)‘\,“

Reprint Date:
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxaun IOnuop”, Tabnetku aucneprupyembie [ans aereii], 100 mr + 125 mr

Batch No/ V2301475 Batch Quantlty' / 537.00kg
Cepns No : Pasmep cepun :

Analytical Repc:rt No/ . 890001680068 Date ofAnaly.s1s / 24.08.2023
AHanuTHUYeCKHH 0TYeT Ne Hata aHanuza:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jata npousBoacTBa : TFogen no:

Analysis performed according ND / Ananu3s nposezes no HI: 1 N011252/02-150323

and patient information leaflet in a
carton. / ITo 10 Tabnerok B Gnucrep
u3 [IBX/AL Ilo 2 6nmctepa BMecTe €
VHCTPYKIMEH MO NpPHMEHEHHIO B

Na4yKy KapTOHHYIO.

No Test / [TokasaTean Results / PesyabTaTtsl Specification / Hopma
1 Tabyerke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20

blisters and patient information leaflet in
a carton. / [To 10 TabneTok B 6iucTep u3
I[IBX/Al Tio 1, 2 unu 20 Gaucrepos
BMECTE C HHCTPYKIHEH MO NIPHMEHEHHIO
B Na4YKy KapTOHHYIO.

12 |Labeling / MapkupoBKa

According to ND. / B cootsetctBuu ¢ HJI.

13 |Storage conditions /
[ XpaHeHHe

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHasnpHOM ynakoBke (6nrcTep B nauke) IpH TEMIIEPATYPE HE BhILIE

* 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. / UcnbITAHHE NPOBOIUTCH TOJBKO A5 KaxcAoH 20-i cepHH HJIH NN ONHOH cepHH B
roll, B 3aBHCHMOCTH OT TOT0, YTO HACcTYmHUT paHee. [lokasaTeb MOXKeT OTCYTCTBOBATH B cepTHdHKATE aHAJIM3A.

Remarks : The Product conforms to ND/
IMpumeuanne: I[ponykT coorBeTcTBYET Tpebopanusam HJI

Opinion : APPROVED
Zaxawuenne: OJOBPEHO

Prepared by /
IToaroroBneno: Santosh Kumar

Maurya ¥y

Checked by /
[posepeno: Pardeep Kumar I

(=

Approved by: Manager/Executive /

Onobpeno: Menemwkep / PykoBoautens
Abhishek Chauhan k

—

Reprint Date:
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Reprint Date:
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Reprint Date: '
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
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Product: Jbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmn IOHKHop®, Tabnetku aucneprupyemsie (s getei], 100 Mr + 125 mr

Batch No / V2301475 Batch Quant1ty' / 537.00kg
Cepust Ne : Pazmep cepud :

Analytical Rep?rt No/ . 890001630068 Date of Analysis / 24.08.2023
AHanuTnyeckuii otyeT No : JlaTa aHanu3a:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa Ipom3BOJICTRA : T'onen o :

Analysis performed according ND / Ananu3 nposegen mo HJI: T1 N011252/02-150323

API name (INN) /

Haumenosarme ADC (VHH): Ibuprofen / Ubynpoden Paracetamol / ITapaueramon
API manufacturer batch number / PIBM230137 APAP/23030307
Homep cepun npouzBoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTannuu FEQAO00219 FEQAO00127

nponspoanTes I'JIdD:

API Manufactured by & country /
Ipoussoaurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa 3kxtus
®apma Caitercus Jlumuten, Uaaus

Granules India Ltd., India /
I'panynec Uaaus JIta., Maaus

Remarks : The Product conforms to ND/

Ipumeuanne: [IponykT coorBeTcTBYET Tpebopanusm HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /

Maurya > jall

Checked by /

Approved by: Manager/Executive /

IMoarorosneno: Santosh Kumar | [IpoBepeHo: Pardeep Kumar Onobpeno: Menekep / PykoBoaures
(_ss’lf“ c:j,: Abhishek Chauhan \\
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