Dr.Reddy’s ":’.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

[ T3
) ® .
Dr. Reddy S q ... CERTIFICATE OF ANALYSIS  Distt. Solan, H.P, 173 205, INDIA

CEPTH®UKAT AHAJIN3A Tel : +91 98166 56001-02

www.drredBggeoinof 5/ Cp. 1 u3 5

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

N6y Kkaun®, TabaeTKH, NOKPBIThIE IL1eH0YHOH 000104KO0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2202599 Batch Quantity / O6bem naptuu : 776.0kG
Analytical Report No / AHanuTH4ecKuil oTyeT Ne : Date of Analysis / JlaTa anann3a:
040001716808,890001635453 27.12.2022

Date of Manufacture / Jlata npoussojicrsa : Nov-2022 |Date of Expiry / Cpok rogHoctH : Oct-2027

Analysis performed according ND / Ananus nposefiest 1o HJI: T1NO011252/01-300522

Ne |Test/ IlokasaTean Results/ Pe3ya1bTaThI

| Specification / Hopma

1IBETA, C PUCKOHN Ha OJHOM CTOPOHE;

0eJoro LBeTa.

1 |Description/ Onucanne |Capsule-like orange-coloured film- Capsule-like orange-coloured film-coated
coated one-side scored tablets, on|one-side scored tablets;
cross section - white core./Ta6aeTku |on cross section- white or off-white core. /
KancynoBuaHoH GopMbl, MokpeiThie|TabneTku KarcyJOBHAHOH tdopmbl,
NEHOYHOH 000JIOUKOH OpaHKEBOTO |MTOKPBITHIE TIEHO4HON o6onoukoit

OpaXeBOro LBETa, C PUCKOH Ha OAHOM

Ha TOMEpevYHOM paspese — $ApO|CTOPOHE; Ha MOMEPEUHOM paspese — spo

6eJI0ro WM rmouTy 6es10ro uBeTa.

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr cootBeTcTByeT Tpedosanusim HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
I[logrotoBneno: Pravesh [Tposepeno:Ramakant

Approved by: Manager/Executive
/O no6peno:Menemxep/PykoBoauT
enb Amit Kumar
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, Tab1eTKH, MOKPHLITIE ILIeHOYHOH 060/104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2202599

Batch Quantity / O6bem naptun : 776.0kG

Analytical Report No / AHanaTudeckuii or4yeT Ne :
040001716808,890001635453

Date of Analysis / JlaTta anann3za:
27.12.2022

Date of Manufacture / JaTa npon3soacrea : Nov-2022

Date of Expiry / Cpok rogsocty : Oct-2027

Analysis performed according ND / Ananus nposegen no HJI: 11 N011252/01-300522

2 Identification /
IToamuHHOCTB

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 ynepHBaHUA OCHOBHBIX NMHKOB

Ha Xpomarorpamme UCIBITYEMOTO
pacTBopa  HOJDKHBI  COOTBETCTBOBAThH
BpeMEHaM  YJepXHMBaHUA THMKOB Ha

XpoMarorpaMMe pacTBOpa CTaHAapTHbIX
oOpasloB ubynpodeHa M mapauleramona

Cpennss macca
TabeToK

(paznen «KonuuecTBeHHOE
orpe/IeNeHHE»)
3 | Average tablets weight 971.2 mg/971.2mMr 940.9 mg to 999.1 mg

(970.0 mg £ 3%) /
Or  940,9 MI 10
(970,0 Mmr=+ 3 %)

999,1 ML

4 |Disintegration /
!Par_‘.na,r[aemnmr.

10min / 10 MuH

Not more than 30 minutes /
He Gonee 30 mun

Remarks : The Product conforms to ND/

Ipumeuanue: [Tponykt coorBeTcTBYET Tpedosanusam HJ

Opinion : APPROVED
3akmouenue: OOBPEHO

Prepared by /

Iloarorosneno: Pravesh

Checked by /
[TposepeHo:Ramakant

Approved by: Manager/Executive
/Onobpeno:Menemkep/PykoBoaur
enp Amit Kumar
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Formuiation Unit-6
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CERTIFICATE OF ANALYSIS pistt. Solan, H.P.,, 173 205, INDIA
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, TadNeTKH, NOKPBITHIE JIeHO4YHO 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2202599

Batch Quantity / O6bem naptuu : 776.0kG

040001716808,890001635453

Analytical Report No / AHaIMTHYeCKHii 0TYET No :

Date of Analysis / [laTa ananu3a:
27.12.2022

Date of Manufacture / Jlata npoussoacrsa : Nov-2022

Date of Expiry / Cpok roguocTn : Oct-2027

Analysis performed according ND / AHa/IH3 IPOBEAEH 0O HJI: T1 N011252/01-300522

5 |Dissolution /
PactBopenue

96% To 100 %

97% To 104 %

Not less than 70% (Q) CizHizO:
(Tbuprofen) dissolved in 30 minutes /

He MCHECC 70 % (Q) Ci3H 1302
(ubynpocden) uepes 30 MuH

Not less than 70% (Q) CsHoNO»
(Paracetamol) dissolved in 30 minutes /
He MCHEC 70 % (Q) CsHoNO,
(mapaueramon) yepes 30 MUH

6 |Related substances /
PoacTBeHHbBIE IPUMECH
Method 1/ Meton 1

Method 2 / Meton 2

0.0001%

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-aMyHO(GEHON (TPUMECDH TapalleTamona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  eanHU4HASA
npuMech (ubynpodena WIH
napareramona) - not more than 0.3% /

He 6oinee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Merton 1 + Meton 2) -
not more than 0.7% / ue 6onee 0,7 %

9 |Water/ Bona

1.2 %

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoJyKT COOTBETCTBYET tpe6oBanusim HI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Rana /A

Prepared by / Checked by /
[Moarotoeneno: Pravesh | IIpoepeso:Ramakant
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Formulation Unit-6
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykana®, TabaeTKH, NOKPhIThie IIIEHOYHOH o6onoukoii, 400 mr + 325 Mr

Batch No / Cepusa Ne : V2202599

Batch Quantity / O6bem maptuu : 776.0kG

Analytical Report No / AnannTnyecknii oryer Ne :
040001716808,890001635453

Date of Analysis / JlaTa aHaju3a:
27.12.2022

Date of Manufacture / Jlara npoussogcrsa : Nov-2022

Date of Expiry / Cpok roanocth : Oct-2027

Analysis performed according ND / AHa/Iu3 IpoBeen no HJI: TIN011252/01-300522

a) Total aerobic
microbial count /
Ob61ee yucno
a’pOOHBIX
MHKPOOPraHHu3MOB

b) Total combined
yeasts and mould count
/ ObLLee YUCIO
QPOXKIKEBBIX U
IJIECHEBBLIX TPUOOB

c) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 5 CFU/g/
Menee 5 KOE/T

Absent in 1g/ OTcyTcTBYET B 1T

10 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.1 more than 15.0 /
OOHOPOLHOCTD [Tokazatens npueMaeMocTH (AV) 1oDkeH
JO3UPOBaHNUs 65T He 6onee 15,0
- Ibuprofen /ubynpoden
1.6 Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ TMokazaTens npremieMocty (AV) noskeH
napaueramor ObITL He Oonee 15,0
11 |Microbial limits / -
MukpoOuonoruHeckas
YUCTOTA

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

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in lg / OTcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
TIpumeuanue: [IpoayKT COOTBETCTBYET tpeboBaHuAM HJI

Opinion : APPROVED
3axnioyenne: OJJOGPEHO

Prepared by /
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Checked by /
Iposepeno:Ramakant
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
W6ykanu®, TaGaeTk, NIOKPLITHIE MIeH0YHO# 060.104Koii, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2202599 Batch Quantity / O6bem naptuin : 776.0kG
Analytical Report No / AHamuTHYecKuii oTuer Nt : Date of Analysis / /laTa anannsa:
040001716808,890001635453 27.12.2022
Date of Manufacture / Jlata npoussoacrsa : Nov-2022 |Date of Expiry / Cpok roasocrs : Oct-2027
Analysis performed according ND / Auanus nposejieH 1o H: T1N011252/01-300522
12 |Assay/ 360.0 to 440.0 mg of CiHisOr
KomnunuecTBeHHOE 392.3mg/392.3 mMr (Ibuprofen) per tablet /
orpeneneHue Ot 360,0 mr mo 440,0 mr CisHisOq
(nOympoden) B TabieTKe
292.5 to 357.5 mg of CsHoNO;
325.05 mg/325.05 mMr (Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO;
(mapaueramod) B TabyeTke
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. / Tlo 10 |in a carton. / [To 10 Tabnerox B IIBX/Al
tabnetok B [IBX/Al 6muctep. Ilo 1 |6nuctep. Mo 1, 2 unu 20 6iuctepos B
OnucTepy B MadKy KapTOHHYIO |maydky KAPTOHHYIO BMeCTe c
BMECTe C  HHCTPYKIMeH 10 |HHCTpYKUHe#d M0 MPUMEHEHHIO.
NPHMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBerctBuu ¢ HJL
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpu Temneparype He Bouue 25 °C.
16 | Shelflife / Cpox 5 years / 5 net
rOAHOCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [pomykt coorBeTcTBYET TpeboBanusam H/L

Opinion : APPROVED
3axaouenue: OJJOGPEHO

Prepared by /
IMoaroToBNeHO:
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Checked by /
[TpoBepeHo:Ramakant
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