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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, Tad1eTKH, NOKPbITHIE IJ1eHOYHOI 000J104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400310

Batch Quantity / O6bem mapruu : 769.750 Kg

040002451589

Analytical Report No / Anajqutnyecknii oruer Ne :

Date of Analysis / [lata ananmza: 24.03.2024

Date of Manufacture / /lata npousBoactsa : 02/2024

Date of Expiry / Cpok rognocru : 01/2029

Analysis performed according ND / Anamus nposenen mo HJI: T NO11252/01-160123

Ne |Test/ ITokasaTen

Results/ Pe3yabTaTsl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerxkn
KancynoBuIHOW (GOPMBI, MOKPBITHIC
TJICHOYHOH 000JI0UKOH OpaHXEeBOTO
LIBET4, C PUCKON Ha ONHOH CTOpOHE;
Ha TIOMEPEYHOM paspe3e — SApo
beJoro LBeTAa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancynoBuaHoil  QOpMBI,  ITOKpBITHIE
IUIEHOYHOH  OOOJNIOUKOH  OpaHKeBOro
L[BET4, C PUCKOH Ha ONHOM CTOpOHE; Ha
[OTMepedHOM pa3pese — Apo Oesoro uim
mouTH 6eJioro LBeTa.

2 |Identification /
[TognuHHOCTD

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) /
BpemeHa ynep>xuBaHUsl OCHOBHBIX THKOB
Ha Xpomarorpamme HCIBITYEMOTO
pacTBopa  JOJKHBlI  COOTBETCTBOBATh
BpEMEHaM  YAEp)KMBaHMA [IHKOB Ha
XpoMaTorpaMMe pacTBopa CTaHAApPTHBIX
obpasuoB ubynpodeHa u napaueraMosna
(pazzen «KonuuectseHHOE
onpeleNeHHe)

3 |Average tablets weight
Cpennss macca
Tab1eTok

973.2mg/973.2 Mr

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

O 940,9 M o 999,1 Mr
(970,0 Mr = 3,0 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanusm HJI | 3akmodenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroneno: Santosh | [Tposepeno: Pardeep Kumar | Omo6peno: Menemxep / PyxoBommrens
Kumar Maurya &% 4= Munoj Kumar @,,iu,_«z

Reprint Date:. Reprint Date: Reprint Date:

Hara: 24.03.2024 Hata: 24.03.2024 - JHara: 24.03.2024

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Labaratories {id.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxknuH®, TabneTKH, IOKPBITHIE IIeHOUHOH 000104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne

: V2400310

Batch Quantity / O6sem naptuu : 769.750 K g

040002451589

Analytical Report No / AnanuTHuecknii oTyet No :

Date of Analysis / laTa ananusa: 24.03.2024

Date of Manufacture / laTa npousBoacrsa : 02/2024

Date of Expiry / Cpok rogaoctu : 01/2029

Analysis performed according ND / Anaaus npoeaen no H/I: [T N011252/01-160123

4 |Disintegration /

Pacnapmaemocth

05 min 21 sec/ 05 muH 21 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

99% To 104 %

99 % to 101 %

Not less than 70% (Q) of C;3His0;
(Ibuprofen) after 30 min /

He wMenee 70 % (Q)
(ubynpoden) uepes 30 Mun
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaneramon) yepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykr coorBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3axmouenue: O/JOBPEHO

Prepared by /

Kumat Maui ya

IMoaroroesneno: Sa h

Checked by /
[IpoBepeHo: rl:ilfdcep Kumar
—— :

Approved by: Manager/Executive/

Onobpeno: Menemxkep / PyKoBoJHTE b
Manwj Kumai LM

Reprint Date:.
Hata: 24.03.2024

Reprint Date:

Hara: 24.03.2024

Reprint Date:
Jara: 24.03.2024

Negistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal +91 40 4900 2900. Fax: +91 40 4900 2999, Email: mall@direddys.com

CIN: L8R195AF19841PLCC0A507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMoyxknann®, TabaeTKH, NOKPbITHIE MJIeHOYHOii 060/10uK0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400310

Batch Quantity / O6bem maptuu : 769.750 K g

040002451589

Analytical Report No / AHaguTH4eckuii oTder No :

Date of Analysis / JaTta ananu3za: 24.03.2024

Date of Manufacture / lata nponsBoacrsa : 02/2024

Date of Expiry / Cpok roguoctu : 01/2029

Analysis performed according ND / Ananu3 nposenen nmo HJ/I: [1 N011252/01-160123

6 |Related substances /

0.001%

4-aminophenol (paracetamol impurity)

PoncreenHble npumecu - not more than 0.005 % /
Method 1/ Meron 1 4-amuuodeHon (TIpUMech napaleTaMmorna)
- He 6onee 0,005 %
Method 2 / Metop 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIHHUYHAas IIPHMECh
(ubynpodena unm mnapauecraMosa) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
CymmMma npumeceii (Meton 1 + Metopn 2)
- He Gonee 0,7 %
9 |Water/Boga 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykt cootBeTcTBYET Tpeboanusm HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosieno: Santosh
Kumar Maurya @

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive/

Onobpeno: Menemkep / Pykosojureb
Manoj Kumar M

Reprint Date:.
Hata: 24.03.2024

Reprint Date:
JHara: 24.03.2024

Reprint Date:

Hata: 24.03.2024
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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Page 4 of 6/ C1p.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxknun®, TabiaeTku, NOKPLITHIE MJIEHOYHOIi 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400310

Batch Quantity / O6bem maptuu : 769.750 K g

Analytical Report No / AHannTHuecknii oT4eT Ne :
040002451589

Date of Analysis / lata anaansa: 24.03.2024

Date of Manufacture / lata npousBoactea : 02/2024

Date of Expiry / Cpok rognocru : 01/2029

Analysis performed according ND / Ananun3s nposeaen mo HJI: [1 N011252/01-160123

¢) E. coli

10 |Uniformity of dosage

units /

OnHoOpoAHOCTD Acceptance value (AV) should be not

JI03UPOBaHUS 1.4 more than 15.0 /

- Ibuprofen /nbynpoden IToxasarens npuemneMoctd (AV) nosmxkeH
OBITE He Oonee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

napaueTraMon more than 15.0 /
[Toxazarens npuemneMocTd (AV) noymkeH
6bITh He Hosiee 15,0

11 |Microbiological purity /

Miukpobuonoruyeckas

yucroTa* NA

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

microbial count / He 6onee 1000 KOE/r

Ob61uee yucio

a’3pobHbBIX

MUKPOOPTaHHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Ob1uee uucio

JIPOOKEBBIX H

TJIECHEBBIX TpUOOB NA

Shall be absent in lg / OrcyrcTBUe B
lr

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cootBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
3axarouenue: OJOBPEHO

Prepared by /
[ToarotoBneHo: Sagtosh
Kumar Maurya

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/

Reprint Date:.
Jara: 24.03.2024

Reprint Date:
Jara: 24.03.2024

Opobpeno: Menemxep / PykoBoauresb
Manoj Kumar M

Reprint Date:
Jara: 24.03.2024
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CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories 1t
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Badicii,

Disti, Sulan, H.P., 173 205, INDi &

Tel 405 98166 5G001-02

v drreddye com

CEPTHOUKAT AHAJIN3A

PageSof 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknuu®, TabJieTKH, IOKPLIThIE JIEHOYHOI 060.,1049K0i, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400310 Batch Quantity / O6bem naptun : 769.750 K g
Analytical Report No / AnajuTu4yeckuii oTdet No : Date of Analysis / J/laTa ananusa: 24.03.2024
040002451589
Date of Manufacture / lata nponssogactea : 02/2024  |Date of Expiry / Cpok rogsoctu : 01/2029
Analysis performed according ND / Ananus nposegen o HJ/{: [1N011252/01-160123
12 |Assay/ 398.8 mg/398.8 mr From 360.0 to 440.0 mg of C;3sH;30;
KonuuecTeenHoe (Ibuprofen) per tablet /
orpejieNieHne Or 360,0 mr go 440,0 mr C;sHisO»
(u6ynpoden) B TabneTke
324.64 mg/ 324.64 IFrom 292.5 to 357.5 mg of CGII/NO,
MT (Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO,
(napaueramo1) B TabeTKe
13 | 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. / Ilo 10 |in a carton. / Ilo 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6nuctep. ITo 1 |6nucrep. Ilo 1, 2 wumm 20 6nucrepor B
OnmicTepy B TMadkKy KApTOHHYHO |MadvyKy KapTOHHYIO BMECTE c
BMeCTE C  WHCTpPyKIHMeH 1O |WHCTPYKIHEH N0 NPUMEHEHHIO.
MPUMEHEHHUIO.
14 | Labeling / Mapkuposka| According to ND. / B cootsercreuu ¢ HIL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue IIpu Temneparype He Boie 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 ner
TOIHOCTH

* 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. / [IpoBoauTcst NpoU3BOAHTENEM IIPH
BBIIIYCKE ITEPHOANYECKH: A1 Kaxaoh 20-oi cepun uiad He meHee 1 pasa B roa. [lokazaTens MoxeT OBITH
HEe BKJIIOUEH B CepTH(UKAT aHanu3a GupMsl

Remarks : The Product conforms to ND/
Ilpumeyanue: [IpoaykT coorBeTcTBYeT TpeboBaHuaM HJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[Togrorosneno: S
Kumar Maurya

Checked by /
[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/
Onobpeno: Menemxep / Pykosogurens

Reprint Date:.
Hara: 24.03.2024

Reprint Date:
Hara: 24.03.2024

Manoj Kumar @;&j

Reprint Date:
Hara: 24.03.2024

Registerpd Qftice: 3-2-1037
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CERTIFICATE OF ANALYSIS /v
CEPTUD®UKAT AHAJIM3A

D7, Raddy's Laboratories i
Formulation Unit-6

Vil Khol, Nalagarh Road, Bad i,

Diste. Solan, H.R, 173 205, INDIA

Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabieTKH, NOKPBITHIE MIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400310

Batch Quantity / O6sem napruu : 769.750 K g

1040002451589

Analytical Report No / AHanuTHYecKnii oTuet N :

Date of Analysis / laTta ananusa: 24.03.2024

Date of Manufacture / /lata npouzBoacrta ; 02/2024

Date of Expiry / Cpok roanocru : 01/2029

Analysis performed according ND / Ananus nposegen o H/I: I1 N011252/01-160123

API name (INN) /

Hanmenopanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number /

Homep cepun npousBoautens PIBM230457 4593/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00657 FERA00002

Homep cepun cyGeranuun
npoussoautes I'JID:

API Manufactured by & country /
IIpomsBoputens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma CaiteHcus Jlumuren,
Wnpus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuuna
®apmacsrotukanc Jita., Uaans

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr cootBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmrouenue: OJJOBPEHO

Prepared by /
Iloaroroeneno: Santosh

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive/
Ono6peno: Menemxep / PykoBojiuTenb
Manoj Kumar j

Kumar Maurya — _
Reprint Date:. Reprint Date: Reprint Date:
Hata: 24.03.2024 Jarta: 24.03.2024 - JlaTta: 24.03.2024
jsternd Gifice: Hlis, Hyderabad - 560034, Telangana, India
Tety 3 , Emvail: mail@drreddys.com

CIN: LEE195APISE4PLEN0ASCT

wosv Grreddys.com




