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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Page1of S/Crp. 1 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxmmH®, TabaeTKH, TOKPLIThIE IVIeHO4YHOI 000a04K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400645

Batch Quantity / O6bem napruu : 764.5 Kg

Analytical Report No / AnanuTuyecknii oTuer Ne :
040002500601

Date of Analysis / [laTta anaanza: 27.04.2024

Date of Manufacture / lata npousBoacrsa : 04/2024

Date of Expiry / Cpox rognoctu : 03/2029

Analysis performed according ND / Ananu3 nposenen mo HJI: ITN011252/01-160123

IIpumeyanue: [Iponykr coorBercTByeT TpeboBaHusam HJI

3aknawuenue: OJJOBPEHO

Ne  |Test/ IlokazaTennb Results/ Pe3ynabTaThl 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. / Tabnerku
KancyJOBHAHONH (OpMBI, MOKPHIThIE|KANCYIOBUAHOH  (QOPMBI,  HOKPBITHIE
IJICHOYHOH 060JI0UKOH OpaH)XEBOTO|IUVIEHOUHOH  00ONOYKOH  OpaHXeBOro
[[BETA, C PUCKOH Ha OJHOW CTOPOHE;|[BETA, C PUCKOM Ha OAHOI CTOpOHE; Ha
Ha TNOINEPEYHOM paspese — AAPO|NONEepedHoM paspese — sapo Oenoro uiu
6esnoro 1Bera. noyTu 6eoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[lopnuuHOCTH CooTBeTCTBYET 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 ynepxHBaHUSI OCHOBHBIX ITHKOB
Ha XpOMATOrpamMMe UCTIBITYEMOTO
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBATh
BpeMEeHaM  YACpXKMBaHHS THKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpasnos ubynpodena u mapareramona
(paznen «Konn4uecTBEHHOE
ONpPEACIICHUEY)
3 |Average tablets weight 969.1 mg/ 969.1 mr From 9409 mg to 9991 mg
CpenHss Macca (970.0 mg = 3.0 %) /
TabyeToOK Or 9409 MI 10 999,1 MT
(970,0 mr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /
IToarotoBneHo: Ranjeet

(e

Checked by /
[TpoBepeno: Santosh Kumar

Maurya @y

p—————

Approved by: Manager/Executive
/Onobpeno: Menegxep /
PykoBoautens Ab(?ishek Fhauhan

Reprint Date:
Jata: 27.04.2024

Reprint Date:
Harta: 27.04.2024

Reprint Date:
Hata: 27.04.2024

!

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: maii@drraddys,com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Page2 of S/Crp.2 m35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, TabaeTkH, NOKPBITHIE MIEHOYHOH 060104K0if, 400 Mr + 325 mr

Batch No / Cepust Ne : V2400645

Batch Quantity / O6bem naptuu : 764.5 Kg

040002500601

Analytical Report No / AHannTu4eckuii oTyeT Ne :

Date of Analysis / [laTa ananun3za: 27.04.2024

Date of Manufacture / lata npousBoacrsa : 04/2024

Date of Expiry / Cpok rognoctu : 03/2029

Analysis performed according ND / Ananu3 nposexen nmo HJ[: 11 N011252/01-160123

4 |Disintegration /
PacnaaemocThb

07 min 16 sec/ 07 MuH 16 cex

Not more than 30 min /
He 6onee 30 mun

5 |Dissolution /
PactBopenue

99 % To 101 %

102 % to 103 %

Not less than 70% (Q) of Ci3Hi50;
(Ibuprofen) after 30 min /

He wMenee 70 % (Q)
(u6ynpoden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

CisH1302

Ilpumeuanue: [Jponykt cooTBeTcTBYET TpeboBanusaM HJI

He wMenee 70 % (Q) CgHoNO;
(napaueramod) yepes 30 MHH
6 |Related substances / : 4-aminophenol (paracetamol impurity)
PoxcTBeHHbBIE TPUMECH 0.0004% - not more than 0.005 % /
Method 1/ Meton 1 4-amuHObeHOI (TpUMECh NapaLieTaMoa)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Meron 2 0.03 % JIrobas eIMHUYHASA NpUMech
(ubynpodeHa WM mapaneraMolia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03 % - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)
- e 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

3axiouenune: OJIOBPEHO

Prepared by /
[ToaroroBneno: Ranjeet

@.

Checked by /
[TpoBepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykxopoautens Abhishek ﬁhauhan

Reprint Date:
Jara: 27.04.2024

Reprint Date:
Hata: 27.04.2024

Reprint Date:
Jara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykamu®, TabaeTKH, NOKPBITHIE IIEHOYHOI 000104K0ii, 400 Mr + 325 mr

CNAR LV

Batch No/ Copua No: V2400645

Batch
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040002500601

Analytical Report No / AHanuTHYecKHi oT4eT No ¢

Date of Analysis / [lata ananu3za: 27.04.2024

Date of Manufacture / /lata npouszBoacrsa : 04/2024

Date of Expiry / Cpox rogsoctu : 03/2029

Analysis performed according ND / Anasnu3 nposexen mo HJI: [1N011252/01-160123

10 |Uniformity of dosage

units /

OnHopoaHOCTh Acceptance value (AV) should be not

JIO3UpPOBaHUS 1.6 more than 15.0 /

- Jbuprofen /ubynpoden IMokazarens npuemneMoct (AV) nokeH
ObITh He Ooee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

napaueTramMmoi more than 15.0 /
Tloxazarens npuemyeMoctd (AV) noJkeH
ObITH He 6oee 15,0

11 [Microbiological purity /

Muxpobuonoruyeckast

yucroTa*

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

microbial count / He 6onee 1000 KOE/r

Ob11ee yucio

a3poOHBIX

MHUKPOOPIaHH3MOB

NA

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

yeasts and mould count He 6onee 100 KOE/r

/ Obuyee uucio

JPOMOKEBBIX U

NJIECHEBBLIX I'PHOOB

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

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3aknouenune: OJJOBPEHO

Prepared by /
Iloarorosneno: Ranjeet

e

Checked by /
[Ipoeepeno: Santosh Kumar

Maurya (\\9

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoautens Abhishek Thauhan

i el
Reprint Date: Reprint Date: Reprint Date:
Hara: 27.04.2024 Hata: 27.04.2024 Hara: 27.04.2024
Repistered Office: 8-2-037, Road No. 3, Banjara Hills, Hydzrabad - 500034, Telangana, ndia
Tol: +91 40 4400 2600, Fax: +91 40 4800 2628, Email: mail@drredays.com

CIN: L851954 IPLCODAE0T

vy drreddys,.com
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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
NoykauH®, TabaeTKH, NOKPHIThIE MIeHOYHOH 000/109K0H, 400 Mr + 325 mr
Batch No / Cepust Ne : V2400645 Batch Quantity / O6bem napTuu : 764.5 Kg
Analytical Report No / AnanuTn4eckuii otyer Ne : Date of Analysis / /laTta ananmusa: 27.04.2024
040002500601
Date of Manufacture / /lata npoussoacrsa : 04/2024 Date of Expiry / Cpok rogaoctu : 03/2029
Analysis performed according ND / Ananu3 nposeaen no HJI[: 11 N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;3sH;s0;
KonuuecTBeHHOE (Ibuprofen) per tablet /
ornpeaesieHue 394.9 mg/394.9 Mr Ot 360,0 mMr mo 440,0 mr C;3H;50;
(ubynpoden) B Tabnerke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
326.80 mg /326.80 mr Ot 292,5 mr mo 357,5 mr CgHyoNO,
(napaueramoJi) B TabneTke
13 | Package / YnakoBka 10 tablets in PVC/AI 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 carton. / Ilo 10 [in a carton. / ITo 10 tabnerok B [IBX/Al
tabnerok B [IBX/Al 6muctep. [To 1  [6nuctep. [lo 1, 2 unu 20 6auctepoB B
OnicTepy B TaykKy KapTOHHYIO |MayKy KapTOHHYIO BMeECTe c
BMECTE C  MHCTPYKIHeNd 1O |HMHCTPYKUHEH M0 MPUMEHEHHIO.
IPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootserctuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpu Temneparype He Bble 25 °C.
16 | Shelf life / Cpok 5 years / 5 net
TONHOCTH

* 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. / [I[poBogHTCS IPOH3BOJUTENEM NPU
BBINYCKe MEPUOMYECKH: IS Kaxaoi 20-0it cepuun unu He MeHee 1 pasa B rog. [lokaszarens MOXET OBITH
He BKIIFOYEH B CEPTH(HKAT aHan3a GUPMBI

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT coorseTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 27.04.2024

Prepared by / Checked by / Approved by: Minager/Executive
[ToaroroBneno: Ranjeet | IIpoBepeno: Santosh Kumar /OnobpeHo: Medemixep /

@/ Maurya PykoBoautens Abhishek (%hauhan
Reprint Date: Reprint Date: Reprint Date: .

Hara: 27.04.2024

Hara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 451 40 4900 2€00, Fax: +91 40 4800 2999, Email: mail@drreddys.com

Clil: L85195AP1984PLCC04507
www.drreddys,com




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

PageSof 5/ Crp.5u3z 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoyxaun®, TablieTKH, NOKPbITHIE INIEHOYHOH 060104K0k, 400 Mr + 325 Mr

Bafch No / Cepusi No : V2400645

Batch Quantity / O6new naprun : 764.5 Kg

040002500601

Analytical Report No / AHanuTH4yeckmii oTyer Ne :

Date of Analysis / [lara ananu3za: 27.04.2024

Date of Manufacture / /lata npousBoacrsa : 04/2024

Date of Expiry / Cpox rognoctn : 03/2029

Analysis performed according ND / Ananu3 nposeaen o HJI: ITN011252/01-160123

API name (INN) /
HanmenoBaune AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [lapaueramon

API manufacturer batch number /
Howmep cepuu npousBoauTtesist ADC:

A-4933, A-4934

1167/23-24

FP Manufacturer API Batch number /

Howmep cepuu cyGeranuuu
nponspoautens LJID:

FERAO00016, FERA00017

FERA00085

API Manufactured by & country /
IlpousBoaurens ADC, crpana:

IOL Chemicals and Pharmaceuticals
Limited, India / UOJI Kemukanc suzg
®dapmackrotakaic JItn., Maaus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuiaa
®apmacerotukanc JIta., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: IlpoaykT coorBeTcTBYeT TpeGoBaHuaM H]T

Opinion : APPROVED
3axarwuenue: OJJOBPEHO

Prepared by /
Iloproroeneno: Ranjeet

Checked by /
ITpoepeno: Santosh Kumar

Maurya o

Approved by: Manager/Executive
/Onobpeno: Menemxkep /
Pykosonutens Abhjshek Chauhan

N

Reprint Date: Reprint Date: Reprint Date: g

Hara: 27.04.2024 Hara: 27.04.2024 Hara: 27.04.2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000348, Telgngana, India

Tel: +91 40 £900 2800, Fax: 291 40 4900 2894, Emall: mail@drreddys,coni
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