Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJIHN3A

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

Page1of 5/Ctp.1u3 s

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun I0anop®, TabneTku qucneprupyemsble [nis aereiil, 100 mr + 125 mr

Batch No / Cepusi Ne : V2200500

Batch Quantity / O6bem naptun : 547.500kg

890001580669

Analytical Report No / Ananntu4yeckuii oryer Ne :

Date of Analysis / JaTa anasnu3a: 25.03.2022

Date of Manufacture / JlaTa npousBoacrsa : Mar-2022

Date of Expiry / Cpok roanoctu : Feb-2027

Analysis performed according ND / Ananns nposeaen no HJI: TIN011252/02-041021

Test / IlokazaTeab

No

Results / Pe3yabTaThl

|Spec_ii'1£a_ti0n / Hopma

il Description / Onucanne

Identification /
Ilog THHHOCTD

(%]

one side and characteristic odor. /
Kpyribie
rabnmeTkn  po30BOro  IIBETa
loTHOM

© XapaKTepHBIM 3aMaXoM.
Complies as prescribed/

COOTBETCTBYET

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablety
with impregnations and a score-line onwith impregnations and a score-line on

naockounanHapuyeckueKpyrise

BKpaIIeHHAMH, ¢ hackol U pUCKOH HaBKpanIeHnsMH, ¢ Gackod H pUCKOH Ha)
CTOpOHE,

one side and characteristic odor. /
UTOCKOLMIHHAPHYECKUE
crablieTku  pO30BOTO  L[BETA ¢
0AHOI

¢ XapaKTEpHBIM 3aMaxoM.
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

CTOPOHE,

chromatogram of ibuprofen and
paracetamol  reference  standards

solution (section Assay). / Bpemend
\YIEPXKUBAHMA OCHOBHBIX MHKOB HA
XpomaTorpaMme HCIBITYEMOTO
|pacTBOpa JOJKHBI COOTBETCTBOBATH
BpEMEHAM YIEepXKMBaHHA [HKOB HA

XpOMATOrpamMMe pacTBOpa
cTaumapTHeIX 00pasioB HOynpodeHa
li naparneTamona (pasmen

«KojlnyecTBeHHOE onpe,ueneHHe»).

Remarks : The Product conforms to ND/
IIpumevanne: [IpogykT cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

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

Toarorornexo: U"’ [porepero: ] Onobpeno: Menemxep /

Ramakant Pardeep Kumar <=L:— Pykosomutenb L\__*_ N
Amit Kumar | e

Reprint Date: Reprint Date: Reprint Date:

Hara: 25.03.2022 Hara: 25.03.2022 Hara: 25.03.2022

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: L85195AP1984PLCO0D4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun FOanop®, TabneTku gucneprupyemsle [as gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200500

Batch Quantity / O6bem napruu : 547.500kg

890001580669

Analytical Report No / AHasiuTHuecKkuii oTyer Ne :

Date of Analysis / JlaTa anann3za: 25.03.2022

Date of Manufacture / lata npousBojacTba : Mar-2022

Date of Expiry / Cpok rognocrn : Feb-2027

Analysis performed according ND / Anann3s nposeaen mo HJI: 1 N011252/02-041021

3 Average weight of tablets /
Cpeansas Macca TabJ1eTOK

362.1mg/ 362.1mr

Complies/cOOTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg+ |
2.0 %). / Ot 357,7 mr mo 372,3 Mr
(365,0 Mr +2,0 %)

4 Disintegration / 00 min:36 Seconds/00 mun 36Sec [Not more than 3 min /
____|PacmagaeMocTh _ He Gonee 3 MuH N
Ne Test / IlokazaTeJsb | Results / Pe3yabTaThl Specification / Hopma
5 Dissolution / 97 to 101 Not less than 70% (Q) of Ci3sHi50;
PacTBOpeHHe (ibuprofen) after 30 min / '
He wMemee 70 % (Q) CisHisO;
(unbynpoden) yepes 30 MuH
96 to 99 Not less than 70% (Q) of CsHoNO;

6 Dispersibilit?/ o
JHcnepcHOCTD

Complies / CooTBeTCTBYET

(paracetamol) after 30 min /

He wmenmee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 MuH B
Uniform suspension passing through
the 710 um sieve is formed
O0pa3yetest OJHOPOAHAS CYCHEH3Hs,
MPOXOAAILAs Hepe3 CUTO C pazMepoM|
orBepcTHii 710 MKM

Remarks : The Product conforms to ND/
IIpumeuanne: IlpoaykT cooTBercTBYeT TpeboBauusm HJ{

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by / ) _ Checked by / Approved by: Manager/Executive /
[MToarororneHo: {%L L_Liﬁf - | IlposepeHo: : Onobpeno: Menemxep /
Ramakant . V Pardeep Kumar Dt__ PykoBoauTens A

Fe Amit Kumar P‘ﬂ' —
Reprint Date: Reprint Date: Reprint Date:
Harta: 25.03.2022 Hara: 25.03.2022 Hara: 25.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyknun Ornop®, TabaeTkn qucneprupyemMsie s pereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200500

Batch Quantity / O6bem maptum : 547.500kg

890001580669

Analytical Report No / AHanuTH4eckuii oTdeT Ne :

Date of Analysis / [laTa ananuza: 25.03.2022

Date of Manufacture / Jlata npon3Boactsa : Mar-2022

Date of Expiry / Cpok roaunoctu : Feb-2027

Analysis performed according ND / Anaan3s nposenen mo HJI: [1 N011252/02-041021

7 [Related substances /
PoacTBenHbIE MpUMeCH

Method 1/ Meton 1 —
Determination of 4-Amino
IPhenol content / OnpenencHue
coJiepiKania ConepKaHus
4-amrHOPeHONa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HEeUACHTHOUITHPOBAHHBIX
npumeceil ubynpodeHa u
mapareraMmosna

0.0003%

BDL (Disregards Limit 0.05%)

0.0003%

4-aminophenol (paracetamol impurity)

4-aMuHOGEHON (npumeck,
mapaneramona) - not more than
0.005% / He bonee 0,005 %

IAny individual unidentified impurity
of (ibuprofen or paracetamol)
EnvHuuHas HeuAeHTU(QUIpPOBaHHAS
IpUMeCh nbynpodena WK
mapaneTamorna -

not more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)
{ Cymma npumeceii (Metox 1 +Meroz
2) - not more than 0.7% / He Gonee 0.7

|}

%

Ne  Test/ MokasaTens

[Results / Pe3yabTaThl

Speciﬁcﬁﬁa / Hopma

8 icrobial limits /
MukpoOHnoJsiorudecKkas
HMHCTOTA

[ess than 100 CFU/g/
Menee 100 KOE/r

Less than 100 CFU/g/

Menee 100 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
IIpumeuanme: [Iponykr coorseTcTBYET TpeboBanusM HJL

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Prepared by / ﬁ_ Checked by / Approved by: Manager/Executive /
IoaroToBneno: l"gi L‘[i} ITpoepeHo: Onobpeno: MeHemkep /
Ramakant . A Pardeep Kumar :‘ PyxoBoautens \_w Ko

— Amit Kumar [~ ——
Roprint Dato: Roprint Dato: Roprint Dater
Hara: 25.03.2022 Hara: 25.03.2022 Hara: 25.03.2022

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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CEPTHOUKAT AHAJIN3A
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Formulation Unit-6
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann YOanop®, TabsieTKH Jucneprapyemsole [as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200500

Batch Quantity / O6bem napTun : 547.500kg

890001580669

Analytical Report No / Ananutudeckuii oTaer Ne :

Date of Analysis / laTa ananansa: 25.03.2022

Date of Manufacture / JlaTa npoun3sogcTBa : Mar-2022

Date of Expiry / Cpok rognoctu : Feb-2027

Analysis performed according ND / Ananu3 npoeeaen mo HJI: TTN011252/02-041021

———

a) Total aerobic microbial
count / Ob1uee yucio

- Paracetamol / mapaneramon

a3pOOHBIX MHKPOOPraHU3MOB Absent Shall be absent in 1g / OtcytcTBHE B 1
r
b) Total combined yeasts and [
mould count / Ob1ee uncito
IMPOXKKEBBIX U ILIECHEBBIX
rpubos
| c) E. coli
9 Uniformity of dosage units / | Acceptance value (AV) should be not]
|{O1HOPOOHOCTL JO3HPOBAHUA 1.2 more than 15.0 / TlokazaTeny
inpuemnemocth (AV) noinken ObITh He
- Ibuprofen / ubynpoden Gonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokasarens
1.2 rpuemaeMocty (AV) nomkes ObITh He

Oomnee 15,0

Ne Test / IlokasaTenn
10 Assay / KotnuecTBeHHOE
onpeeneHne

Results / Pe3yabTaThl

Specification / Hopma

98.3mg /98.3 Mr

124.1mg / 124.1Mr

90.0 mg to 110.0 mg of Ci3H 50,
(ibuprofen) per tablet /

Ot 90,0 Mr 10 110,0 Mr C3H 50,
(ubynpoden) B TabneTke

112.5 mg to 137.5 mg of CsHoNO;
(paracetamol) per tablet /

Ot 112,5 Mr go 137,5 mr CsHoNO>
(mapaneramoJ) B TabieTke

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr coorBeTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3axmodenne: OJOBPEHO

Prepared by / _ \ Checked by / Approved by: Manager/Executive /
[lonrorornexo: [(i w ITporepeHo: i Onobpeso: Menemxep /
Ramakant AU Pardeep Kumar — PykoBoautens A A~

; Amit Kumar [ e
Reprint Date: Reprint Date: Reprint Date:
Hata: 25.03.2022 Hata: 25.03.2022 Hara: 25.03.2022

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 50of 5/Crtp.5u3 5

Product : Ibuclin Junior, dispersi

HNoyknun IOanop®, TabneTkn gucneprupyemsole [ans aereii], 100 mr + 125 mr

ble tablets (for children) 100 mg + 125 mg

Batch No / Cepusa No : V2200500

Batch Quantity / O6bem napruu : 547.500kg

890001580669

Analytical Report No / AnanuTu4yeckuii oryer Ne :

Date of Analysis / Jlata anann3za: 25.03.2022

Date of Manufacture / Jlata npousBoactsa : Mar-2022

Date of Expiry / Cpok rognoctu : Feb-2027

Analysis performed according ND / Ananu3s nposenen mo H/: ITN011252/02-041021

[10 tablets in PVC/AL blister. 2 blisters|10 tablets in PVC/Al blister. 1, 2 or 20

11 Package / YnakoBka
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerok Bin a carton pack. / [To 10 tabnetok B
onuctep u3z [IBX/Al Ilo 2 GJT[-[CTepaEHI-ICTep u3 [IBX/Al Tlo 1, 2 unu 20
BMECTE c UHCTPYKIHEH MOONHCTEPOB BMECTE ¢ MHCTPYKIHUEH MO
[MPUMEHEHHIO B NIAYKY KAPTOHHYIO. ‘np@euemﬂo B 1AUKy KapTOHHYIO.

12 Labeling / MapkupoBka ‘According to ND. / B cootBercteuu ¢ HJI.

13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.

XpaHeHHe

B opurunanbHoi ynakoske (6McTep B auKe) NPH TEMIIEPATYPE HE BbILIE
25 °C.

14 Shelf life / Cpox rogHocts S years /5 ner

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTosneHo: IIpoBepeno: 2 Onobpeno: Menemxep /
Ramakant Pardeep Kumar -L_ PykoBoautens .

i Amit Kumar A“ -
Reprint Date: Reprint Date: Reprint Date:
Hata: 25.03.2022 Hara: 25.03.2022 Hara: 25.03.2022
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