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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 1 of 5/ Crp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta61eTKH, TOKPbIThIE NIEHOYHOH 060,104K0ii, 400 mr + 325 mMr

[Batch No / Cepust Ne : V2300461

Batch Qu

antity / O6bem naptau : 756.90 KG

040001800275

Analytical Report No / AHasuTH4Yeckuii oTyer No :

Date of Analysis / [laTa ananusza: 03.04.2023

Date of Manufacture / Jlata npouzBoacrsa : Mar-2023

Date of E

xpiry / Cpok rognocts : Feb-2028

Analysis performed according ND / Anasnns nposeaen no HJI: ITNOI 1252/01-300522

Ne Test / IToxka3zaTesb

Results/ Pe3ybTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnerku
KancynoBUAHOH (OpMBl, TMOKPBITHIE
IIEHOYHOH 000J104KO# OpaHKEBOIo
LBETa, C PUCKOH Ha OJHOH CTOPOHE;
Ha TOMEepeyHOM paspe3e — SJpO
6enoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KancyNOBHAHOH  (OpMBI,
NOKpPBITBIE  [JICHOYHOH obonoukoit
OpaHwXeBOro L(BEeTa, C PUCKOH Ha ONHOH
CTOpOHE; Ha MONEPEYHOM pa3pese — AApo
6eJsioro KM MoUTH 6€eNoro HBeTa.

Remarks: The Product conforms to ND/
Ipumeyanue: [TponykT cootBercTByeT Tpebosanusam HJI

Opinion: APPROVED
3axmouenue: OJIOBPEHO

Prepared
bylloaroroeneHo: Naresh

Kumar &
-

Checked by /
[TpoBepeHo: Ramakant

Approved by: Manager/Executive
/Ono6peHo:Menepxep/PykoBoauT
eb : Manoj Kumar m

Reprint Date: 03.04.2023
Hata:

Reprint Date: 03.04.2023
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CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIU3A

Page2 of 5/ Ctp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykanH®, TableTKH, NOKPbIThIE MJeHO4YHOH 000/104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300461 Batch Quantity / O6bem napruu : 756.90 KG
Analytical Report No / AHannTH4eckuii oryer Ne : Date of Analysis / Jlata anannsa: 03.04.2023
040001800275

Date of Manufacture / /lata nponssoacTsa : Mar-2023 |Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananu3 nposegen mo HJI: [T N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
IloanuHHOCTE CooTBercTByeT 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 (section Assay) /

Bpemena ynepxuBaHHs OCHOBHBIX THKOB
Ha Xpomarorpamme HCIIBITYEMOTro
pacTBopa  JOIDKHBl  COOTBETCTBOBATh
BpeMeHaM  YJIepXKHBaHUs IHKOB  Ha
XpomarorpaMMe pacTBOpa CTaHAAPTHBIX
obpasnoB ubynpodeHa M mapaieraMmona

(pazzen «KonuyectBeHHOE
OTpEeeIIEHUE)
3 |Average tablets weight 963.8 mg/963.8 Mmr 940.9 mg fo 999.1 mg
Cpensss Macca (970.0 mg + 3%) /
TabJIeTOK ' Or 9409 wMr mo 9991 MI

(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeGosanusm HJT 3axmouenne: OJIOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneno: Naresh | IIpoBepeHo: Ramakant /O pobpeno:Menerxep/PykoBoanT
Kumar @, enb : Manoj Kumar ,@L
£ / ] { v
Reprint Date: 03.04.2023 Reprint Date: 03.04.2023 Reprint Date: 03.04.2023
Jara: Jara: Jlara:
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNOoykJauH®, TabneTKH, MOKPbITHIE NJIEHOYHOH 000J104yKkoii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300461 Batch Quantity / O6bem naptuu : 756.90 KG
Analytical Report No / AHajauTHueckmii oTyeT Ne : Date of Analysis / lata ananusa: 03.04.2023
040001800275

Date of Manufacture / Jlata npoussoacrsa : Mar-2023 |Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Anasnus nposeaen no HJI: ITN011252/01-300522

4 |Disintegration / 07 min /mMu / 07 MuH Not more than 30 minutes /
Pacnanaemocts He 6oinee 30 Mun

5 Dissolution / Not less than 70% (Q) Cl}H[gOz
PactBopenne 97% to 101 % (Ibuprofen) dissolved in 30 minutes /

He wmenwee 70 % (Q) Ci3His0:
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) CsHoNO,
100 % to 102 % (Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CsHoNO,
(napaneramon) yepe3 30 MuH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoxcTBeHHbIE TPUMECH 0.0002 % 4-amuHodeHon (MpUMech mapaueTamona)
Method 1 / Meton 1 - not more than 0.005% /

He 6ouee 0,005 %

Method 2 / Meton 2 BDL (Disregard area 6980) Any individual impurity (of ibuprofen or
paracetamol) / Jlobas eauHUYHAs
IPUMECH (ubynpodena WU

napaieramona) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
0.0002% Cymma npumeceii (Meron 1 + Meron 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [TpoaykT cooTBeTCTBYeT Tpebopanuam HJJ 3axmouenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Naresh | IlpoBepeno: Ramakant /Onobpeno:Menemkep/PykoBoaut
Kumar @f/ %Ww/ﬁ“ enb : Manoj Kumar n: l u&@
Reprint Date: 03.04.2023 Reprint Date: 03.04.2023 Reprint Date: 03.04.2023
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page4 of S/ Ctp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTku, NOKPLITHIE MJ1eH0YHOii 060/104K0i#, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2300461

Batch Quantity / O6bem naptuu : 756.90 KG

040001800275

Analytical Report No / AHajanTHuecknii oruer Ne :

Date of Analysis / JlaTa ananusa: 03.04.2023

Date of Manufacture / /lata npoussoactsa : Mar-2023

Date of Expiry / Cpok rognocru : Feb-2028

Analysis performed according ND / Anann3 nposeaen mo HJI: ITN011252/01-300522

Obwee yucno
a’pOOHBIX

/ O61iee uucio
JPOXOKEBBIX U

¢) E. coli

a) Total aerobic
microbial count /

MHKPOOPraHH3MOB
b) Total combined

yeasts and mould count

TIECHEBBIX rpuboB

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 5 CFU/g/
Menee 5 KOE/r

Absent / OTCyTCTBYET

7 |Water / Boga 1.4 % Not more than 5.0% /
He 60nee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.7 more than 15.0/
OXHOPOAHOCTh [Tokasatenb npuemnemMocTd (AV) 1oykeH
JI03MpOBaHuUs 66ITh HE Honee 15,0
- Ibuprofen /ubynpocden
Acceptance value (AV) should be not
1.9 more than 15.0/
- Paracetamol/ [Tokazarep npuemneMocTu (AV) 1omKeH
napateTamolt OBITH HE Oonee 15,0
9 |Microbial limits /
Mukpobuoioruueckas
YHUCTOTA

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

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

Shall be absent in 1g / OtcyrcTBHE B
ir

Remarks: The Product conforms to ND/
Ipumeuanne: [TpoaykT coorBeTcTBYeT TpeboBaHusam HJI

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared
bylloarorosneno: N
Kumar

b

Checked by /

aresh | [IpoeepeHo: Ramakant

Approved by: Manager/Executive
/OnobpeHo:Meneukep/PykosoanT

enb : Manoj Kumar o
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Dr.Reddy’s ‘,‘:‘.

Page S of 5/Ctp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TabaeTkn, NOKPhIThIE IUIEHOYHO# 0601049K0i#, 400 mr + 325 mr
Batch No / Cepusi Ne : V2300461 Batch Quantity / O6bem mapTuu : 756.90 KG
Analytical Report No / AHanuTHYecKuii oTyeT No : Date of Analysis / lata ananu3a: 03.04.2023
040001800275
Date of Manufacture / Jata npoussoacTsa : Mar-2023 |Date of Expiry / Cpok roguoctn : Feb-2028
Analysis performed according ND / Avaan3 nposenen mo HJI: IT N011252/01-300522
10 |Assay/ 3600 to 440.0 mg of C;3Hyi30,
Konunuecteennoe 389.4 mg/389.4 mr (Ibuprofen) per tablet /
onpeaeneHne Or 360,0 mr mo 440,0 mr C;3H30,
(ubynpodeH) B Tabnerke
2925 to 3575 mg of CsHoNO;
326.59 mg/ 326.59 mr (Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO,
(napauyeramou) B TabsieTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / [To 10 |in a carton. / [To 10 Tabnerok B TIBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6nmuctep. [To 1, 2 wnu 20 6GnucTepoB B
OmMcTepy B MayKy KapTOHHYIO |HAuKy KapTOHHYIO BMECTE c
BMECTE C UHCTPYKLIHEH HHCTPYKIUEH IO MPUMEHEHHUIO.
10 TPUMEHEHHUIO.
12 | Labeling / Mapkuposka| According to ND. / B cootercTsuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temnepartype He Boiie 25 °C.
14 | Shelf life / Cpoxk 5 years /5 ner
TOIHOCTH

Remarks: The Product conforms to ND/
IIpumeyanue: IIpoayxt cooTBeTcTBYET TpeboBanusam HJJ

Opinion: APPROVED
3aknwuenune: OJJOGPEHO

Prepared
bylloarororneno: Naresh

Kumar @,

-

Checked by /
[TpoBepeHo: Ramakant

Bul

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBogut
enb : Manoj Kumar
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