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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxkauH®, Tab/1eTKH, NOKPBITHIE IICHOYHOH 000104K0H, 400 mr + 325 Mr

Batch No / Cepusi Ne : V2400312

Batch Quantity / O6bem naprun : 765.3 Kg

Analytical Report No / AHanuTuyeckuii otuer Ne :
040002453160

Date of Analysis / laTta ananuza: 24.03.2024

Date of Manufacture / lata npoussoacta : 02/2024

Date of Expiry / Cpok rognoctn : 01/2029

Analysis performed according ND / Anasu3 mposexen mo H: [I N011252/01-160123

Ne

Test / Iloka3aTesab

Results/ Pe3yjanTaThl

Specification / Hopma

1

Description/ Onucanne

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. / Tabnetku
KANCYyMOBUAHOM (GOPMBI, MOKPBITHIE |KATCYNOBHAHONH  (OPMbl,  MOKPBITHIE
IJICHOUHOH 000JI0YKOH OpaH)XEBOro|MIEHOYHOH  00ONOUKOH  OpaHXEeBOro
[[BETA, C PUCKOIl Ha OJHOH CTOpPOHE;|LUBETa, C PUCKOM HAa ONHON CTOpOHE; Ha
Ha IOMEPEYHOM paspese — SAPO|MOoNepedHoM paspese — SApo Oenoro wiu

OeJoro LBeTA.

o4ty benoro LpeTa.

Identification /
ITognuHHOCTH

Complies as prescribed/
CoOOTBETCTBYET

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 yfep>XUBaHUS OCHOBHEIX NTHKOB
Ha XpoMmarorpamme UCITBITYEMOTO
pacTBOpa  JIOJDKHBI ~ COOTBETCTBOBATH
BpeMeHaM  YAepKMBAaHUS IHKOB  Ha
XpoMaTrorpaMMe pacTBOpa CTaHAAPTHBIX
obpa3noB ubynpodeHa U napaieramona
(paznen «KomnuecTBeHHOE
OIIpeaeICHUEY)

Average tablets weight
CpenHsasa macca
TabneTox

968.3 mg/ 968.3 Mr

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

Or 940,99 wmMr go 9991 MT
(970,0 Mmr+3,0 %)

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykT cootBercTByeT Tpebosanusm HJI | 3akmoyenne: ONOBPEHO

Opinion : APPROVED

JHata: 24.03.2024

Jlata: 24.03.2024

Hara: 24.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarororneno: Sanggsh | IIpoBepeno: Pardeep Kumar Opno6peno: Menemxkep / PykoBojigrens
Kumar Maurya @ - Manoj Kumar ,]\;5 l!gz
Reprint Date:. Reprint Date: Reprint Date:

Registered Officen8-2-33

Teli 12140

terabad - 500034, Talangang, India

mailmidrepdoyis com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab/1eTKH, NIOKPBIThIE NJIeHOYHOH 000/104K0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2400312

Batch Quantity / O6bem naptuu : 765.3 Kg

040002453160

Analytical Report No / AnannTudeckuii oryer No :

Date of Analysis / JaTa ananau3a: 24.03.2024

Date of Manufacture / Jlara npoussoactna : 02/2024

Date of Expiry / Cpok rognoctn : 01/2029

Analysis performed according ND / Auanns nposegen mo H: TI N011252/01-160123

4 |Disintegration /
PacnapaeMocTh

05 min 07 sec/ 05 mun 07 cex

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

100 % To 102 %

99 % to 102 %

Not less than 70% (Q) of Ci3HisO;
(Ibuprofen) after 30 min /

He wMmenmee 70 % (Q)
(nbympoden) yepez 30 MUH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wMenmee 70 % (Q)
(napaueramon) yepes 30 MUH

Ci3His0,

C8H9N02

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorsercTByeT TpeboBaHusaM HJ

Opinion : APPROVED
Zaknwuenne: OJIOGPEHO

Prepared by /
[MTonroroeneno: Santosh
Kumar Maurya

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive/

Reprint Date:.
Jata: 24.03.2024

Reprint Date:
JHata: 24.03.2024

Onobpeno: Menemxep / PykoBomireb
Manoj Kumar ;5; Z“!!j

Reprint Date:

Jara: 24.03.2024

Rugistered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tal +91 30 4900 2900, Fax: +91 20 4900 2899, Email: mailerdrreddys.cam

CIN: LS5185AP1934PLCU0450Y
wwvz drraddys,.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Batch No / Cepust Ne : V2400312

HNoykaun®, TabaeTKu, NOKPHIThIE MJIEHOYHOH 000104K0H, 400 Mr + 325 mr
Batch Quantity / O6bem naptuu : 765.3 Kg

040002453160

Analytical Report No / Ananurudeckuii order Ne :

Date of Analysis / TaTa ananu3za: 24.03.2024

Date of Manufacture / Jlata npou3BojcTBa

: 02/2024

Date of Expiry / Cpok rognoctu : 01/2029

Analysis performed according ND / Auanu3 nposeaen no HJI: II1 N011252/01-160123

6 |Related substances /

0.0004%

4-aminophenol (paracetamol impurity)

PoncTeennslie npumecu - not more than 0.005 % /
Method 1/ Meton 1 4-amrHodenon (IpuMech napaleramosia)
- He bonee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas €AMHUYHAs IIpUMeECh
(ubynpodena wiM mMapaucTamosa) - HE
bonee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
CymmMma npumeceis (Meron 1 + Meron 2)
- He Oonee 0,7 %
9 |Water/Bopna 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: IIpogykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED

3akmouenue: OJJIOGPEHO

Prepared by /
IMoarotorneHo: Santosh
Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive/

Opnobpeno: Menemxep
Manoj Kumar

Reprint Date:.
Jlara: 24.03.2024

Reprint Date:
Hata: 24.03.2024

Reprint Date:
Jata: 24.03.2024

/ PykoBonurens
4

wwLcireddys,com
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CERTIFICATE OF ANALYSIS

Dr. Feddy's Laboratories Lid
Forraulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt, Sotan, HE, 173 205, INDta

CEPTUOHUKAT AHAJIU3A

Page4 0f 6/ Ctp.4 36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

M6ykauH®, TaGieTKH, NOKPBIThIE IIIEHOYHOI 060/104K0i, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400312

Batch Quantity / O6bem naptuu : 765.3 Kg

Analytical Report No / AHanuTuuecknii oryeT Ne : Date of Analysis / lara ananusa: 24.03.2024
040002453160

Date of Manufacture / lata npousBoactsa : 02/2024 | Date of Expiry / Cpoxk rognocts : 01/2029

Analysis performed according ND / Auanau3 nposexer mo HJI: [1N011252/01-160123

c¢) E. coli

10 |Uniformity of dosage

units /

ORHOPOJHOCTS Acceptance value (AV) should be not

JIO3UPOBAHUS 0.8 more than 15.0 /

- Ibuprofen /u6ynpoden IMokazatens npueMiacMocTH (AV) 1oikeH
OBITH HE Hoee 15,0

- Paracetamol/ 0.8 Acceptance value (AV) should be not

napaueTamon more than 15.0 /
Iokazarens npueMneMocti (AV) nokeH
OLITE He Donee 15,0

11 |Microbiological purity /

Mukpobuosorndeckas

yucrora* NA

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

microbial count / He 6onee 1000 KOE/r

O61wee yucno

a3poOHBIX

MUKPOOPraHU3MOB NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obiee uucno

JIPOSOKEBBIX U

IJIECHEBBIX IpubOB NA

Shall be absent in lg / OtcyrcTBUE B
Ir

RemarKks : The Product conforms to ND/
Ipumeuanue: [TpoaykT coorBercTByeT Tpebosanuam HJI | 3akmoyenne: OIOBPEHO

Opinion : APPROVED

Jlara: 24.03.2024

Hara: 24.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarororneno: Santosh | [Iposepeno: Pardeep Kumar OnoGpeno: Menemxep / Pykosogurennb
Kumar Maurya @ L Manoj Kumar Ci;éﬁu !ﬁé B
Reprint Date:. Reprint Date: Reprint Date:

Jata: 24.03.2024

S
i

|- 500034, Telangana, India
dreddys,shm

Qa507

www drreddys,cam
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Formutation Unit-6

Vill. Kho!, Malagarh Road, Baddij,

} Solan, H.P., 173 205, INDIA

11 98166 5600102

Disti

CEPTUOHUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykauH®, TabIeTKH, DOKPHIThHIE IUIEHOYHOH 000/104K0i, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400312 Batch Quantity / O6bem maptun : 765.3 Kg
Analytical Report No / Ananntu4yeckuif oryer N : Date of Analysis / Jlata ananusa: 24.03.2024
040002453160
Date of Manufacture / Jlata npoussoacrsa : 02/2024  |Date of Expiry / Cpok rognocru : 01/2029
Analysis performed according ND / Ananu3 nposeaen mo H/{: [1N011252/01-160123
12 [Assay/ 394.7 mg/ 394.7 mMr From 360.0 to 440.0 mg of C;3H;50,
KonuuectsenHoe (Ibuprofen) per tablet /
ONpeLEIIcHHE Ot 360,0 mr gmo 440,0 mr C;3H;50,
(ubynpoden) B Tabnerke
321.85mg/321.85 From 292.5 to 357.5 mg of CilIyNO;
MT (Paracetamol) per tablet / ‘
Or 292,5 mr pgo 357,5 mr CsHoNO,
(mapaiietamon) B TabNeTKE
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. / ITo 10 Tabnerox B [IBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6nucrep. Ilo 1, 2 umu 20 Onucrepos B
6HCTEpY B TAYKy KapTOHHYIO |MavKy KapTOHHYIO BMECTe c
BMECTE C  MHCTPyKiMell 1O |MHCTPYKUHEH MO MPUMEHEHUIO.
PUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B coorerctBun ¢ H]I.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Bbilue 25 °C.
16 | Shelflife / Cpox 5 years /5 ner
TOJTHOCTH

* 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. / [IpoBogHTCSA NPOU3BOAUTENEM TPH
BBIMYCKE MEPUOAMYECKH: T Kaxaoi 20-0ii cepun WM He MeHee | pasa B roj. IlokasaTens MOXKET ObITh
He BKIIIOYEH B cepTUdUKAT aHanu3a GUpMEL

Remarks : The Product contorms to ND/
Ipumevanue: [Ipoaykr coorBercTByeT TpebopaHusam HJJ

Oplnlon : APPROVED
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IMoarotoeneno: Saptosh | I[Iposepeno: Pardeep Kumar | Omxo6peno: Menemxkep / Pykooajirens
Kumar Maurya ~Z— — Manoj Kumar ' UJ
Reprint Date:. Reprint Date: Reprint Date: R
Hara: 24.03.2024 Hara: 24.03.2024 Jara: 24.03.2024
Reoistered Office: €-2-227, Road No. 2, Banjara Hili
Tal, +37 40 4800 3900, Fax: #51 £0 4800 29

Cli: LE5135APL
vy arreddys.cem




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laboratories {id
Formulation Unit-6

\iil. Khol, Malagarh Road, Baddj,

Distt, Solan, H.P, 173 205, iNDiA
Tzt +91 82166 56001-02

v drredioys.com

Page 6 of 6 / C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauH®, TabaeTKy, MOKPLITHIE MIeHOYHOi 000/104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400312

Batch Quantity / O6bem naprau : 765.3 Kg

040002453160

Analytical Report No / AHanurnyeckuii oTuer Ne :

Date of Analysis / [laTa ananuza: 24.03.2024

Date of Manufacture / /lata npouzBoacrsa : 02/2024

Date of Expiry / Cpox rognoctu : 01/2029

Analysis performed according ND / Ananu3 nposeaen mo HJ{: TTN011252/01-160123

API name (INN)/

Homep cepun cybcTaHuMH
npoussoauTess I'JID:

Haumenosamne AdDC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number /

Homep cepuu nponssoumnresns A-4909 4594/23-24

ADC:

FP Manufacturer API Batch

number / FERA00013 FERA00003

Hpouzsoaurenr ADPC, ctpaHa:

API Manufactured by & country /

IOL Chemicals and
Pharmaceuticals Limited, India /
HNOJI Kemukasc sHI

®dapmacpiotukainc Jita., UHaus

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpuixa
®dapmacerotukanc JIta., Unana

Remarls : Tho Produot conformo to ND/

QOpinion : APPROYED
3aximoucnuce: OJJOBPEHO

Hpumeuanne: [popykr coorsercrsyer rpebosanusim HJT

Prepared by /

[ToaroTromsneno: Santosh
Kumar Maurya

Checked by /

Approved by: Manager/Executive/

Reprint Date:.
JHara: 24.03.2024

[Tporepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosogurens
csf—;— Manoj Kumar }i, i;ﬁééf!z

Reprint Date:

Hara: 24.03.2024

Reprint Date:
JlaTa: 24.03.2024

ad Mo, 3, Banjara Hills, Hydarmbad - 500034, Telangana, India

100 2989, Ernails mailiodreeddys.cam
JAPLCCOAE0T
wawwdrraddys.com




