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Page 1of 6 /Crp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| H6ykann®, TabieTkH, NOKpbIThIE MIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

| Batch No / Cepust Ne : V2301145 Batch Quantity / O6bem maptun : 715.15 Kg
Analytical Report No / AHanuTH4eckuii oTuer Ne : Date of Analysis / Jata aHaausa: 30.06.2023
040001928364

Date of Manufacture / lata npousBoacrsa : Jun.2023  |Date of Expiry / Cpok rogsocts : May.2028

Analysis performed according ND / Ananus nposenen no HJL: T N011252/01-160123

Ne  |Test / ITokazaTenn Results/ Pe3yabraTsl Specification / Hopma

1 |Description/ Onucanune |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the cross-section. ./ Tabnerku|core at the cross-section. / TaGnerku
KarncynoBUAHONH (OpPMbI, NOKPLITBIE|KANCYIOBUAHOH  GOPMBI,  YIOKpBITHIE
TIIEHOYHOH OOOJIOUKOH OpaH)XXEBOTO [[UIEHOUHOM  00OJOUKOH  OpaHKEBOro
B€Ta, C PUCKOH Ha ONHOH CTOPOHE;|LIBETa, C PUCKOH Ha OOHOH CTOpOHE; Ha

Ha NOMEpPEeYHOM paspe3e — sApO|NONepeuHoM pa3pese — sApo Oenoro uim

6enoro uBeTa. nourH 6enoro ugera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
TToanuHHOCTE CoOoTBETCTBYET 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) /

BpeMeHa ynep>xMBaHUs OCHOBHBIX NHUKOB
Ha Xpomarorpamme HUCTIBITYEMOTO
pacTBopa  JOJDXKHBI ~ COOTBETCTBOBATH
BpEMEHaM  YAEpXHBaHWUsS TMHUKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAApTHBIX
obpasznoB ubynpodeHa U mapaueramona

(paznen «KonuuectBeHHOE
ONIpENEICHUE)
3 |Average tablets weight 977.2 mg/977.2 mr From 9409 mg to 9991 mg
Cpennsis Macca (970.0 mg = 3.0 %) /
TabneTok Or 9409 wmMr g0 9991 MT
(970,0 mr % 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Iponykt coorserctByeT TpeGoBanusm HJ| | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/

[ToarororneHo: ,j IIpoeepeno: Himesh Kumar Opnobpeno: Menemkep / Pykooaurens

Pardeep Kumar C\,J’—\": Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:
Hara: 30.06.2023 Hata: 30.06.2023 Mara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| MoykauH®, TabIeTKH, MOKPbIThIE IIEHOYHOIT 060/10uK0il, 400 Mr + 325 mMr

Batch No / Cepus Ne

: V2301145

Batch Quantity / O6bem mapuu : 715.15 Kg

040001928364

Analytical Report No / Ananutudyeckuii oryer Ne :

Date of Analysis / lata anaau3a: 30.06.2023

Date of Manufacture / lata npouspoacrsa : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Anaan3s npoeaen mo H/I: [1 N011252/01-160123

4 |Disintegration /
PacnamaemocTb

05 min 21 sec/ 05 muH 21 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

99 % To 102 %

98 % to 103 %

Not less than 70% (Q) of Ci;3sHiz0;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpocden) uepes 30 MUH
Not less than 70% (Q) of CsHoNO:
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(napaueramon) uepes 30 MuH

Ci3H1302

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHusmM HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [1poeepeno: Himesh Kumar Onobpeno: Menempkep / PykoBoaurens
Pardeep Kumar = Ajay Sharma

P _ —J — | Ay
Reprint Date:. Reprint Date: Reprint Date:
Hara: 30.06.2023 Hara: 30.06.2023 [Hara: 30.06.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabaeTkH, NOKPbITHIE ILIEHOYHOH 00004K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301145

Batch Quantity / O6bem naptuu : 715.15 Kg

040001928364

Analytical Report No / Ananuruyeckuii oryer No :

Date of Analysis / laTa ananusa: 30.06.2023

Date of Manufacture / laTa npousBogcrsa : Jun.2023

Date of Expiry / Cpok rogsocru : May.2028

Analysis performed according ND / Ananu3s nposenen mo HJI: [T N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

IIpumeuanue: IIpoayxT cooTBeTCTBYET TpeboBanmusam HJJ

Poncreennbie npumecu - not more than 0.005 % /
Method 1/ Meton 1 4-amuHobeHon (MpuMech napaneTamosa)
- "e 6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eAMHUYHAs IIPUMECH
(nbynpodena wiH napaneTamona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceit (Meton 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJIOBPEHO

Hara: 30.06.2023

Jara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneno: [TpoeepeHo: Himesh Kumar Ono6peno: Menemxep / PykoBoaurenn
Pardeep Kumar 2 | — Ajay Sharma &/

— —n S) —
Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.06.2023

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 Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIU3A -
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, rabieTku, NOKPBITHIE NJIeH09HOI 060104K0i, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2301145

Batch Quantity / O0bem maptum : 715.15 Kg

040001928364

Analytical Report No / Anaautnyeckunii oryer Ne : Date of Analysis / [laTta ananusza: 30.06.2023

Date of Manufacture / lata npoussoactsa : Jun.2023 |Date of Expiry / Cpox roagnoctu : May.2028

Analysis performed according ND / Anaau3 nposegen no HJI: 1 N011252/01-160123

——

10 |Uniformity of dosage
units /

OmHOPOIHOCTD
JO3UPOBAHHUS

- Ibuprofen /ubynpoden

- Paracetamol/
napaleTamolt

Acceptance value (AV) should be not

1.3 more than 15.0 /

[Toxazatens npuemneMocti (AV) nosmkeH
OBITh He 6ouee 15,0

1.4 Acceptance value (AV) should be not
more than 15.0 /

[TokazaTens npuemneMmoctd (AV) posmkeH
OBITE He Oonee 15,0

11 |Microbiological purity /
Mpukpobuonoruyeckas
yucroTa*

a) Total aerobic
microbial count /
Obwee urncno

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

a3pobHBIX
MHKPOOPraH|u3MOB
NA

b) Total combined Not more than 100 CFU/g /

yeasts and mould count He 6onee 100 KOE/r

/ Ob1uee yucio

JPONOKEBBIX U NA

IJIECHEBBIX TPUOOB

¢) E. coli Shall be absent in lg / OTcyTcTBHE B

1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Iponykr cootBerctyet Tpebosanusam H][ | 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneno: p [IpoBepeno: Himesh Kumar Onob6peHo: Menemkep / PykoBoautens
Pardeep Kumarc;L (___\u‘ — Ajay Sharma @
Reprint Date:. Reprint Date: Reprint Date:
Hara: 30.06.2023 Jlarta: 30.06.2023 Jata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, 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
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CERTIFICATE OF ANALYSIS www.drreddys.com
- CEPTH®HKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets; 400 mg + 325 mg
_!!Qy_lm uH®), Ta6/1eTKH, NOKPLIThLIE MIEHOYHOH o00o010uK0ii, 400 mr + 325 mr

—~

Batch No / Cepusi No : V2301145

Batch Quantity / O6bem mapTuu : 715.15 Kg

040001928364

Analytical Report No / Anannruueckuii oTyer No :

Date of Analysis / JlaTa amanusa: 30.06.2023

Date of Manufacture / [lata nponseoactsa : Jun.2023

Date of Expiry / Cpok roanocru : May.2028

Analysis performed according ND / Ananus nposeaed no HM1: I1N011252/01-160123

12 |Assay/
Konnuecteenuoe
orpeseyeHne

401.1 mg/401.1 mr

330.23 mg/ 330.23 mr

From 360.0 to 440.0 mg of Ci3Hi30;
(Ibuprofen) per tablet /

Ot 360,0 MI' OO 440,0 Mmr C13H1302
(mbynpocden) B TabieTke

From 292.5 to 357.5 mg of CgHyNO,
(Paracetamol) per tablet /

Ot 2925 mr mo 357,5 mr CsHoNO,
(napaueramon) B Taberke

13 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerok B [IBX/Al 6aucrep. o 1
OucTepy B Mauky KapTOHHYIO
BMECT€ C  HHCTPYKLHEH 1o

NIPHMEHEHHIO.

10 tablets in PVC/AL blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnerox B IIBX/Al
Oauctep. Ilo 1, 2 unu 20 6naucTepoB B
nauky KapTOHHYIO BMECTE c
UHCTPYKLUHEH N0 MPUMEHEHHUIO.

14 | Labeling / Mapkuposka

According to ND. / B cootsetctaum ¢ HJI,

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue [Ipu Temneparype e Bilne 25 °C.
16 | Shelflife / Cpox 5 years /5 net
TOJHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBoaHTCS NPOU3BOAUTENEM TIPH
BBIIYCKE MEPUONUYECKH: ISt Kaxk ol 20-0i cepun uin He MeHee 1 pasa B rox. [Tokasartenb MOXET GBITH
HE BKJIIOYEH B CEPTU(UKAT aHaNHu3a GUPMBI

Remarks : The Product conforms to ND/
ITpumeaanne: [Mponykr coorrerereyeT Tpebopanusm HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
Ioarorosneno: [Iposepeno: Himesh Kumar Ono6peHo: Menemxep / Pykosoautens
Pardeep Kumar ] P Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.06.2023

Hara: 30.06.2023

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

——



Dr.Reddy’s €¢
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIU3A
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Eroduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykmn®, TabaeTkn, HOKPLITHIE NIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301145

Batch Quantity / O6bem naprun : 715.15 Kg

040001928364

Analytical Report No / AHanuTH4ecknii oTuer No :

Date of Analysis / laTa ananu3a: 30.06.2023

Date of Manufacture / JaTa npoussoacrsa : Jun.2023

Date of Expiry / Cpok rogHoctu : May.2028

Analysis performed according ND / Anaau3s nposegen no HJI: ITN011252/01-160123

API name (INN) /

Hanmenosanme ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [1apaueramon
API manufacturer batch number /

Homep cepuu npouspoxuresist PIBM230101 1307/22-23

ADC:

FP Manufacturer API Batch

mudber / FEQA00185 FEQA00188

Homep cepuu cyocTanuun
npousBogutenst LJID:

API Manufactured by & country /
Ipoussogurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DkTuB
®apma Caitencus Jlumuren,
Uunus

Sri Krishna Pharmaceuticals Ltd.,
India / llpu Kpuuina
®apmacerotukanc Jlta., UHaus

Remarks : The Product conforms to ND/
IIpumeuanmne: [Tpoaykr coorBeTcTByeT TpeboBanusM HJI

Opinion : APPROVED
3akmwuenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[IoarororneHo: [Iposepenq: Himesh Kumar Onob6peHo: MeHemxkep / PykoBoauTeb
Pardeep Kumar Qﬁt ==\ ~—~ | Ajay Sharma
& J
N
Reprint Date:. Reprint Date: Reprint Date:
Hara: 30.06.2023 Jara: 30.06.2023 Jata: 30.06.2023
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