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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, Tab1eTKH, NOKPbIThIE NJIeHOYHOH 060/1049K0ii, 400 Mr + 325 mr

Batch No / Cepust No : V2302296

Batch Quantity / O6bem mapTuu : 766.7 Kg

Analytical Report No / AnanuTH4eckuii oTueT Ne :
040002312973

Date of Analysis / lata anannsa: 07.12.2023

Date of Manufacture / JlaTa npoussoacrsa : 11/2023

Date of Expiry / Cpok roanocts : 10/2028

Analysis performed according ND / Ananus nposegen no H/: II N011252/01-160123

I pumeuanue: [Tpoaykrt coorBercrByeT TpeboBaHusm HJJ

Ne | Test/ Iloka3zaTesnb Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanue |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../  Tabnertku|core at the cross-section. / Tabnetku
KarcynOBUAHOM (DOpMbI, MOKPBITBIC|KANCYIOBHAHONH  GOPMBI,  MOKpBITHIE
IJIEHOYHOH 000JIOYKOH OpaH)XEBOrO|IMJIEHOUHOH  0060NOYKOH  OpaHXEeBOro
1IBeTa, C PUCKOHM Ha OJHON CTOPOHE;|LBETa, C PUCKOH Ha OJIHOM CTOpOHE; Ha
Ha TMONMEepevyHOM pa3pe3e — SAPO|MONepeyHoM paspese — sAapo 6enoro uiau
6enoro uBeTa. noyty 6enoro UBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
ITopnuuHOCTH 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) /
Bpemena ynepXuBaHHS OCHOBHBIX ITHKOB
Ha XpoMmarorpamme UCTIBITYEMOTO
pacTtBopa  JO/DKHBI ~ COOTBETCTBOBATh
BpEMEHAM  YJAepXKWBaHUS [HKOB HA
XpoMmarorpaMMe pacTBOpa CTaHIAapTHBIX
0bpasuoB ubynpogeHa u mnapaueramosa
(paznen «KonuyecTBeHHOE
OTIPEHETICHUE)
3 |Average tablets weight 974.1 mg/974.1 mr From 9409 mg to 9991 mg
CpenHsist Macca (970.0 mg £+ 3.0 %) /
TabyeToK Or 9409 wMr po 999,1 MT
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3aknrouenue: OJJOBPEHO

Jlara: 07.12.2023

Jata: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
ITonrotosneno: _ [TpoBepeno: Rama kant Onob6peHo: Menemxkep / PykoBonurens
Kushal Kumar () Amit K A

ushal Kumar %JL\ o0 ﬁ mit Kumar N
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykAnH®, TabMeTKH, NOKPBITHIE ILIEHOYHOH 000104K0i, 400 mr + 325 mMr

Batch No / Cepust Ne : V2302296

Batch Quantity / O6bem napTuu : 766.7 Kg

040002312973

Analytical Report No / AHaauTH4YeckMii oTueT No :

Date of Analysis / lata anannsa: 07.12.2023

Date of Manufacture / lata npoussoacrea : 11/2023

Date of Expiry / Cpok rogsoctH : 10/2028

Analysis performed according ND / Anaau3 nposegen mo HI: ITN011252/01-160123

4 |Disintegration /
PacnagaemocTh

07 min 32 sec/ 07 muH 32 cex

Not more than 30 min /
He 6onee 30 My

5 |Dissolution /
Pacteopenue

99 % To 100 %

101 % to 103 %

Not less than 70% (Q) of CisHysO;
(Ibuprofen) after 30 min /
He wMenee 70 % (Q) CisHis0;
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q) CsHoNO;
(napaueramou) yepe3 30 MUH

Remarks : The Product conforms to ND/
Ipumeuyanue: [Tpoaykt coorBeTcTBYET TpeboBaumsam HJ|

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hara: 07.12.2023

Jara: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroropneHo: IIposepeno: Rama kant Opnobpeno: Menemxep / PykoBoaurens
Kushal Kumar '@& J‘}- Amit Kumar {E y

Reprint Date:. Reprint Date: Reprint Date:

Jara: 07.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

UGyxanu®, TabaeTkH, NOKpsITHIE MIeHOYHOI 060104K0i, 400 Mr + 325 mr

Batch No / Cepna Ne : V2302296 Batch Quantity / O6bem napran : 766.7 Kg
Analytical Report No / AnasuTnuyeckuii oTyer No : Date of Analysis / laTa anaju3za: 07.12.2023
040002312973

Date of Manufacture / {ata npoussoacrsa : 11/2023  |Date of Expiry / Cpok roanocts : 10/2028

Analysis performed according ND / Anaaus nposegen no HJT: [T NO011252/01-160123

S—

6 |Related substances /

4-aminophenol (paracetamol impurity)

Poncteennsle npumecu 0.0001% - not more than 0.005 % /
Method 1/ Metop 1 4-amuHOGDeHON (MpUMECH MapaneTaMora)
- He 6onee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas €IVHUYHAS [IpUMeECh
(ubynpodeHa unu mnapaneramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceii (Metox 1 + Metog 2)
- He 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
Ipumeyanue: [MTpoaykr coorBetcTBYeT TpeGopanuam HJl | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IoarororneHo: ITposepeno: Rama kant Onobpeno: Menemxep / Pykosoaurens
Kushal Kumar @ @\L\L Amit Kumar e
Reprint Date:. Reprint Date: ' Reprint Date:
Hara: 07.12.2023 Hara: 07.12.2023 Hara: 07.12.2023

Registered Office 8-2-337, Road No, 2, Banjara Hills, Hyderabad - 5000234, Telangans, India
Tal +01 30 4800 2200, Fax: +91 40 4500 2999, Email: mail@drraddys.com

CIN, LE5155AP1984PLCODA507
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykann®, Tab1eTKH, NOKPLITHIE ILIEHOYHOH 060104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2302296

Batch Quantity / O6bem naptnm : 766.7 Kg

Analytical Report No / Anajguru4yecknii oTyer Ne :
040002312973

Date of Analysis / JlaTa ananm3a: 07.12.2023

Date of Manufacture / lata npousBoacrsa : 11/2023

Date of Expiry / Cpok rogaocty : 10/2028

Analysis performed according ND / Ananu3 nposegen mo HJ/I: [T N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHHUS 1.5 more than 15.0 /

- Ibuprofen /ubyupoden TMoxazatens npueMneMocTd (AV) nomkeH
OBITH He bonee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

napareTaMmolt more than 15.0 /
IMTokasarespb npuemieMocTd (AV) 1o/mbkeH
65ITH He 6oiee 15,0

11 [Microbiological purity /

Miukpobuonoruueckas

yucroTa*

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

microbial count / He 6onee 1000 KOE/r

Ob1ee yucIo

a3poOHBIX

MHKpPOOPTraHH3MOB

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

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

/ Ob1uee yucio

JPOAOKEBBIX U

IJIECHEBBIX TPUGOB

c) E. coli NA Shall be absent in lg / OtcyTcTBHE B

Ir

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBauusaM HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 07.12.2023

Jata: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneno; [Tposepeno: Rama kant Onobpeno: Menemkep / PykoBonurens
Kushal Kuman@ Amit Kumar p(\,_—

Reprint Date:. Reprint Date: ' Reprint Date:

Hara: 07.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknun®, TabneTKH, NOKPbIThIE IJIEHOYHOH 060.104K0i, 400 mr + 325 mr
Batch No / Cepusi Ne : V2302296 Batch Quantity / O6bem naptum : 766.7 Kg
Analytical Report No / Ananutuyeckuii oryer Ne : Date of Analysis / laTa ananusza: 07.12.2023
040002312973
|Date of Manufacture / Jlata npoussoacrsa : 11/2023  |Date of Expiry / Cpok roaqHoCTH : 10/2028
Analysis performed according ND / Ananms nposeaen nmo HJI: 11 N011252/01-160123
12 |Assay/ 401.7 mg/401.7 mr From 360.0 to 440.0 mg of CisHi30;
KonuuectBenHoe (Ibuprofen) per tablet /
ornpefeneHue Ot 360,0 mr mo 440,0 mr C;3HisO»
(ubynpoden) B Tabnerke
325.30 mg/ 325.30 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mMr go 357,5 mr CsHoNO;
(mapaueramod) B TabseTke
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. / [To 10 tabnerok B IIBX/Al
tabnerok B [IBX/Al 6aucrep. [To 1 |6nuctep. o 1, 2 unu 20 GnucTepoB B
OmicTepy B MAuky KapTOHHYHO |Mayky KapTOHHYIO BMECTe c
BMECTe C  MHCTPYKUMEH 1O |MHCTpyKUMEH N0 MPHUMEHEHHIO.
PUMEHEHUIO.
14 | Labeling / Mapkuposka| According to ND. / B cootercTeuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype He Bbile 25 °C.
16 | Shelf life / Cpox 5 years / 5 ner
rOJIHOCTH

* 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[IpoBoauTCS TPOU3BOAUTENEM IIPU
BBIIYCKe MEePHOJUUECKHU: s Kaxkmoi 20-0i cepun win He MeHee 1 pa3sa B roa. [lokaszarens MOXeT ObITh
HE BKJIIOYEH B CepTU(HKAT aHanu3a GUPMBI

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykr coorBercTByeT TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IloaroroeneHo:
Kushal Kumat/ g\

Checked by /
ITpoepeno: Rama kant

Approved by: Manager/Executive/
Ono6peno: Menemxep / PykoBoaurens

Amit Kumar < —
P

Reprint Date:.
Hara: 07.12.2023

Reprint Date:
Hata: 07.12.2023

Reprint Date:
Hara: 07.12.2023

Ragisterad Office: 2-2-337, Road No. 3, Banjara Mills, Hyderabad - 5C3
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To!

W91 20 %900 298¢, Enaii
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyrauH®, Tab1eTKH, IOKPBITHIE NIEHOYHO# 000104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302296

Batch Quantity / O6bem naptun : 766.7 Kg

040002312973

Analytical Report No / AnanuTuuecknii oruer Ne :

Date of Analysis / JlaTa ananun3za: 07.12.2023

Date of Manufacture / JJata npousBoacrea : 11/2023

Date of Expiry / Cpok rogsoctu : 10/2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: I1 N011252/01-160123

API name (INN) /

Haumenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapanieramon
API manufacturer batch number /

Homep cepum npousBoanTesis PIBM230356 0323/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00450 FEQA00438

Homep cepun cy6eTaHmmm
npoussoauntess IJIOD:

API Manufactured by & country /
IIpoussoaurens ADC, crpana:

Bulara Active Plhiana Suiences
Limited, India / Conapa DkTuB
®apma Caiterncus Jlumuren,
Hunus

311 Kuisluta Plianinaceuticals Lid.,
India / LlIpu Kpuina
®dapmacsrotuxanc JIta., Uaaus

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBanusm H]T

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: [Tposepeno: Rama kant Onobpeno: Menemxkep / Pykosoaurens
Kushal Kuma ” ) W Amit Kumar /5(}/

Reprint Date:. Reprint Date: Reprint Date:

Hata: 07.12.2023 Hara: 07.12.2023 Hara: 07.12.2023

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@drreddyz.com
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