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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykauH®, Ta0JeTKH, TOKPbIThIE IIJIEeHOYHOH 000/104K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302496

Batch Quantity / O6bem naptuu : 776.0K g

040002350609

Analytical Report No / Anamuru4deckuii otyet Ne :

Date of Analysis / [laTta ananmm3a: 27.12.2023

Date of Manufacture / Jlata npoussoacTsa : 12/2023

Date of Expiry / Cpok rogsoctu : 11/2028

Analysis performed according ND / Anann3 npoeefen mo HJI: II N011252/01-160123

Ne | Test/ IToxazaTe)n

Results/ Pe3yabTaTsl

Specification / Hopma

1 |Descriptior/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KaIcyJoBHIHON (opMbl, MOKPHITHIE
TUICHOYHOH 00050UKOl OpaH)XeBOro
1[BETa, C PUCKOW Ha OJHOH CTOpOHE;
Ha TIOTMEPEeYHOM paspese — SApo
Oeoro 1Bera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabmeTku
KancyjaoBuaHo  ¢GoOpMbl,  MOKPBITbIE
IUIEHOYHOH  000NOYKOH  OpaHKEBOro
[[BETA, C PUCKON Ha OJHOH CTOpOHE; Ha
MOMEPEeYHOM paspese — sapo 6enoro uin
MOYTH OEJIoro 1BeTa.

2 |Identification /
ITopmuHHOCTE

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 (section Assay) /
Bpemena ynepuBaHUS OCHOBHBIX IMUKOB
Ha XpoMaTorpaMme UCTIBITYEMOrO
pacTBOpa  JOOJDKHBI ~ COOTBETCTBOBATH
BpeMEHaM  YACpXHBaHWUS IIMKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpa3ioB ubynpodeHa W mnapaneTamosa
(paspmen «KonuuecTBeHHOE
OMpeeIeHUE)

3 |Average tablets weight
CpenHsia Macca
tabneTox

976.1 mg/976.1 mr

From 9409 mg to 9991 mg
(970.0 mg = 3.0 %) /

(033 940,9 wMmr g0 999,1 MT
(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
ITpumeyanne: [IponykT coorBercTByeT Tpebopanusam HJI

Opinion : APPROVED
3akawuenune: OJJOBPEHO

Prepared by /

IMoarorosnieHo:
Ankit A

Checked by / Approved by: Manager/Executive/
[TpoBepeHno: S@%gh Kumar | Omo6peno: Menemxkep / PykoBoaureib

Maurya

Manoj Kumar \TrJl J

~“______.--- /
howguutnl.

Reprint Date:. Reprint Date: Reprint Date:

Harta: 27.12.2023 Harta: 27.12.2023 JlaTa: 27.12.2023

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykauH®, Ta01eTKH, IOKPbITHIE MUIEeHOYHOH 0601049K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne

1 V2302496

Batch Quantity / O6bem napthu : 776.0Kg

040002350609

Analytical Report No / AHasmuTHyeckuii oTyer Ne :

Date of Analysis / laTta anaansa: 27.12.2023

Date of Manufacture / lata npousBoactsa : 12/2023

Date of Expiry / Cpok rognocru : 11/2028

Analysis performed according ND / Anann3 nposeaen no HJI: ITNO1 1252/01-160123

4 |Disintegration /
PacnmanaeMoctb

05 min 49 sec/ 05 muH 49 cex

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
PactBopcHuC

100% To 102 %

100 % to 102 %

Not less than 70% (Q) of Ci3sHis0,
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpocden) uepes 30 MHH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(mapaneramonn) uepe3 30 MUH

CiaHis0;

CsHoNO,

RemarKks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBEeTCTBYET TpeOoBaHusm HJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Hara: 27.12.2023

Hata: 27.12.2023

Prepared by / Checleed by / Approved by: Managoer/Exooutive/
[Toarotosneno: [Tpoeepeno: Santgsh Kumar | Ono6peno: Menemxep / PykoBoaurens
Ankit f{ _~ | Maurya (¥ Manoj Kumar M
Reprint Date:. Reprint Date: Reprint Date:

Jara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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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

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTU®UKAT AHAJIU3A

Page3 of 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOyxkanH®, Ta6JeTKH, NOKPBITHIE IIeHOYHO#H 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302496

Batch Quantity / O6bem naprun : 776.0Kg

040002350609

Analytical Report No / AvanuTuyeckuii oryer Ne

Date of Analysis / laTa ananuza: 27.12.2023

Date of Manufacture / lTata npouzBoacrsa : 12/2023

Date of Expiry / Cpok rogunocrn : 11/2028

Analysis performed according ND / Ananu3 nposegen mo HJI: T1 N011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

IIpumevanue: [IpoaykT cooTBeTCTBYET TpeboBanusiM H]I

PoxcTeeHHblE TpUMECH - not more than 0.005 % /
Method 1/ Meton 1 4-amMuHOGbEHOI (TTpUMECh NapaLeTamMmona)
- He Gonee 0,005 %
Method 2 / Meton 2 0.05% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIMHUYHas pUMECH
(uGynpoteHa WnM mnapaneraMmona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.05% - not more than 0.7 % /
Cymma npumeceii (Meron 1 + Merog 2)
- e 6ounee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenue: OJJOBPEHO

Jata: 27.12.2023

Prepared by / Checeked by / Approved by: Manager/Executive/
[ToarorosneHo: [Iposepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoaurens
Ankit / \/ Maurya » Manoj Kumar &D; _‘i‘il[;
Reprint Date:. Reprint Date: Reprint Date:

Hara: 27.12.2023

Hata: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Iindia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLC004507
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

CEPTUDPUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6oykaun®, TabJieTKH, IOKPBITHIE NJIeHO4YHOH 000J104K0i, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2302496

Batch Quantity / O6bem napruu : 776.0Kg

040002350609

Analytical Report No / AHanuTHyeckuii oTyeT Nt :

Date of Analysis/ [laTa anaau3za: 27.12.2023

Date of Manufacture / [lara npousBoacrTna : 12/2023

Date of Expiry / Cpok rogaoctu : 11/2028

Analysis performed according ND / Auasnn3 nposegex no H/I[: ITN011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOOHOCTH Acceptance value (AV) should be not

JIO3UPOBaHUS 1.7 more than 15.0 /

- Ibuprofen /ubynpoden IMokaszareis npuemiemoctu (AV) yoloker
ObITh He Gonee 15,0

- Paracetamol/ 1.7 Acceptance value (AV) should be not

rapaneTamont more than 15.0 /
ITokazatens npuemieMoctd (AV) noymkeH
OBITE He Hoiee 15,0

11 |Microbiological purity /

Mukpobuosnornieckas

yucroTa*

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

O611iee uucno

a3poOHBIX

MHKPOOPTraHU3MOB

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

yeasts and mould count NA He 6onee 100 KOE/r

/ Ob1iee Yucio

JPOAOKEBBIX H

IJIECHEBBIX IpUbOB

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

ir

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBercTByeT TpeboBaHusmM HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 27.12.2023

Hara: 27.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroTosiyieHo: [poeepeHo: Santosh Kumar | Ono6peno: Menemxep / PykoBogurensb
Ankit o Maurya o Manoj Kumar Vnaduiee
Reprint Date:. Reprint Date: Reprint Date:

Hata: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLCO04507
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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 yyw.drreddys.com

CEPTUOPUKAT AHAJIU3A

PageSof 6/ Ctp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykauH®, TabJeTKH, HOKPBIThIE MJIeHOYHOH 000/104K0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2302496

Batch Quantity / O6bem naptun : 776.0Kg

040002350609

Analytical Report No / AnanuTHyecknii oT4yer No : Date of Analysis / [laTa ananu3za: 27.12.2023

Date of Manufacture / laTta npoussoactsa : 12/2023  |Date of Expiry / Cpok rognoct : 11/2028

Analysis performed according ND / Ananu3 nposeaen no HJ/I: ITN011252/01-160123

12 |Assay/
KonuuectBenHoe
onpejeNeHne

401.9 mg/401.9 mr From 360.0 to 440.0 mg of C;3Hi50;
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr Ci3His0:
(ubynpoden) B Tabnetke

327.44 mg / 327.44 mr From 292.5 o 357.5 mg of CsHoNO;
(Paracetamol) per tablet /

Or 292,5 mr mo 357,5 mr CsHoNO;
(napaueramon) B TabJeTKe

13 | Package / YmakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet

leaflet in a carion. / Ilo 10 |in a carton. / [To 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6auctep. [To 1  |6auctep. [To 1, 2 unu 20 GiaucrepoB B
Onuctepy B Hayky KapTOHHYIKO |[aukKy KapTOHHYIO BMeECTe c
BMECTE C  MHCTPYKLUMEH 1O |MHCTPYKLMEH IO MPUMEHEHHIO.
PUMEHEHMIO.

14 | Labeling / Mapxuposka| According to ND. / B cootsercruu ¢ HJI.

15 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue IIpu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpox 5 years /5 ner
rOHOCTH

* 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. / [IpoBoauTcss Tpon3BOAUTENEM [1PU
BBINTyCKe TMEPUOAHYECKH: JUIs Kaxaoi 20-0if cepun uin He MeHee 1 pasa B rof. ITokxazaTtens MOXET OBbITh
He BKJIFOUEH B cepTUdUKaT aHan3a GUPMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [TpoaykT cootBercTByeT Tpebosanusm HJI | 3axkmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: " [TpoeepeHo: Santosh Kumar | Ogobpeno: Menemxep / Pykopoaurens
Ankit A Maurya w Manoj Kumar W i

! — (oAplleey .
Reprint Date:. Reprint Date: Reprint Date:
Hara: 27.12.2023 Hara: 27.12.2023 JlaTa: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2200, Fax: +91 40 490C 2999, Email: maii@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 : 491 98166 56001-02

CEPTHO®UKAT AHAJIU3A

Page 6 of 6 / CTp. 6 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoyk1nH®, Tab1eTKH, MOKPHITHIE NVIEeHOYHOH 000/104K0#H, 400 mr + 325 mr

Batch No / Cepus Ne : V2302496

Batch Quantity / O6bem maptun : 776.0Kg

040002350609

Analytical Report No / AnanuTnyeckuii oryer Ne :

Date of Analysis / JaTa apaau3za: 27.12.2023

Date of Manufacture / Jlara npousBoacrsa : 12/2023

Date of Expiry / Cpok rognoctn : 11/2028

Analysis performed according ND / Anann3 nposeser no H/I: I1 N011252/01-160123

API name (INN) /
Hanmenosanne A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapauetamon

API manufacturer batch number /

Homep cepun npoussoauTess PIBM230376, PIBM230385 0834/23-24
ADC:

FP Manufacturer API Batch

number / FEQA00536, FEQA00537 FEQA00565

Homep cepun cydcTaHuu
npoussoaurens I'JID:

API Manufactured by & country /
IIpousogurens ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxtuB
®dapma Caitercus Jlumuren,
Unpus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpumrna
®dapmackrotuxanc Jita., Hanus

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykt coorsercTByeT TpeboBanusam HJL

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
ITogroroBneHo: ) [TpoBepeno: Santosh Kumar | OnoSpeHo: Menemxep / PykoBoantens
Ankit ﬁ/’\/ ~ | Maurya Manoj Kumar }hﬂ (L L/“ :
Reprint Date:. Reprint Date: Reprint Date:

Hata: 27.12.2023 Hara: 27.12.2023 Jata: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 4800 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLCO04507
www.drreddys.com




