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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, Ta61eTKH, NOKPLIThIE MJIEHOYHOI 000J104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301143

Batch Quantity / O6bem nmapTuu : 727.50 Kg

040001923820

Analytical Report No / Ananurudeckuii otuer Ne :

Date of Analysis / JlaTa aHa/u3a: 30.06.2023

Date of Manufacture / lata npon3BoacTsa : Jun.2023

Date of Expiry / Cpok rogaoctu : May.2028

Analysis performed according ND / Anasu3s nposenen o HJ: [T1N011252/01-160123

No Test / Iloka3aTeanb

Results/ PeayasTaThl

Specification / Hopma

1 |Description/ Onncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KarncyJoBUIHOU (GOpPMBI, MOKPHITHIE
TUIEHOYHOH 000JIOUKOH OpaHXkeBoro
I[BETA, C PUCKOH HA ONHOH CTOpOHE;
Ha TOMEpPEeYHOM paspe3e — sIpo
Oenoro UBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancyynoBuaHoH  ¢GOpMBl,  MOKPBIThIE
IUIEHOUHOW  00oNoYKOoH  OpaHXeBOro
L[BET4, C PUCKON HA OJHOW CTOpOHE; Ha
[IOTNIEPEYHOM pazpese — sApo Oeyoro uin
noytu 6eJ1oro LBeTa.

2 |Identification /
JTouTHHHOCTB

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) /
BpeMmeHa yiepXuBaHUsT OCHOBHbIX MHKOB
Ha XpoMaTorpaMmMe UCTIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM  yAepXWBaHHA TIMKOB  HA
XpoMmarorpaMMe pacTBOpa CTaHIAPTHBIX
06pasioB ubynpodeHa u mapareramona
(paznen «KonuuecTBeHHOE
onpeneseHnue»)

3 | Average tablets weight
Cpennss macca
TabneTox

969.0 mg / 969.0 Mr

From 940.9 mg 999.1
(970.0 mg+ 3.0 %) /
Or 9409 wr

(970,0 mr + 3,0 %)

to mg

999,1 Mr

no

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHUsM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Hara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [Tposepena: Himesh Kumar Onmo6peHo: MeHekep / PykoBogurensb
Pardeep Kumar QL C‘J_,”—C‘ Ajay Sharma C%\/

Reprint Date:. Reprint Date: Reprint Date:

HJara: 30.06.2023

Jara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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’ﬁ)duct: Ibuclin, film-coated tablets, 400 mg + 325 mg
| MGykauH®, TableTKH, NOKPBIThIE MICHOYHOIT 060104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301143

Batch Quantity / O6bem naptum : 727.50 Kg

040001923820

Analytical Report No / AHaauTu4yeckuii oTder Ne :

Date of Analysis / Jlata anamza: 30.06.2023

Date of Manufacture / lata npouszBoacTsa : Jun.2023

Date of Expiry / Cpok rognocru : May.2028

Analysis performed according ND / Anaau3s npoBeaen o HJI: I1 N011252/01-160123

4 |Disintegration /
Pacnagaemoctsb

05 min 21 sec/ 05 muHd 21 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopeHue

100 % To 104 %

99 % to 104 %

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

He wMenee 70 % (Q)
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) of CgHyNO;
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(mapaueramon) 4epes 30 MuH

Ci3H150;

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuyanne: [IpoaykT cooTBeTcTBYET TpeOOoBaHusAM HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: IIpoeepeno; Himesh Kumar Ono6peno: Meneaxkep / PykoBoautens
Pardeep Kumar QL tﬂ]’/’—’\_‘_‘ Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.06.2023

Harta: 30.06.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6ykanH®, Tab1eTKH, NOKPBIThIE MJIeH04YHoH 060.104Kk0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301143

Batch Quantity / O6bem maprum : 727.50 Kg

040001923820

Analytical Report No / AHanuTHYecKHit oT4eT Ne :

Date of Analysis / JlaTa ananuza: 30.06.2023

Date of Manufacture / laTa npousBoacTna : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Ananu3 npoBeaen mo HJI: [1 N011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

PozncTBeHHBIE MpUMECH - not more than 0.005 % /

Method 1 / Meron 1 4-amutodeHon (Mpumech napaleramona)
- He 6onee 0,005 %

Method 2 / Meron 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIWHUYHAs npuMech
(ubynpodeHa unu mnapalneramona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceit (Metog 1 + Merop 2)
- He bonee 0,7 %
9 |Water/Bona 1.9% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Tlata: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loarotoBneHo: [Tporepeno: Himesh Kumar Opno6peno: Menemiep / PykoBoaurens
Pardeep Kumar Q_L, ! —~. | Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.06.2023

Hara: 30.06.2023

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@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Distt. Solan, H.P., 173 205, INDIA
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CEPTHOHKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MOykaun®, Ta6JeTKH, HOKPbIThie MIeH0UHOo# 060104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301143

Batch Quantity / O6bem naptun : 727.50 Kg

040001923820

Analytical Report No / AnanuTHyeckuif oTuer Ne :

Date of Analysis / /laTa ananusza: 30.06.2023

Date of Manufacture / lata npoussoactsa : Jun.2023

Date of Expiry / Cpox roauoctu : May.2028

Analysis performed according ND / Auanns nposeaen nmo HJ1: [T N011252/01-160123

10 |Uniformity of dosage

NJIECHEBBIX IpuboB

c¢) E. coli

units /
OxHOPOAHOCTD Acceptance value (AV) should be not
JI03MPOBaHUSA 1.3 more than 15.0 /
- Ibuprofen /ubynpoden INokazaresns npuemneMocTd (AV) pomxeH
ObITh He Oonee 15,0
- Paracetamol/ 1.3 Acceptance value (AV) should be not
napareTamosi more than 15.0 /
ITokazarens npuemieMoctd (AV) noskeH
6bITh HE boee 15,0
11 |Microbiological purity /
Mukpobuonorudyeckas
uucroTta*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Ob61iee yucio
a3pOOHBIX
MHKpPOOPTAHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obee yucno
JPOXOKEBBIX U NA

Shall be absent in 1g / OrtcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
Tpumeuanne: [Ipoaykr coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Jlata: 30.06.2023

Hara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loarotoBneHo: [Tposepeno;, Himesh Kumar OnobpeHo: Menemep / PykoBoautenn
Pardeep Kumarcl QJ/_‘"\ Ajay Sharma D&’/

Reprint Date:. Reprint Date: Reprint Date:

HaTta: 30.06.2023

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@drreddys.com
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Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaua®, TabieTKu, NOKPLIThIE MJIEHOYHOI 0060104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2301143

Batch Quantity / O6bem naprum : 727.50 Kg

040001923820

Analytical Report No / AnaauTuyeckuii oruer Ne : Date of

Analysis / laTa anaau3sa: 30.06.2023

Date of Manufacture / /lata nponsBoactia : Jun.2023 |Date of

Expiry / Cpox roguoctu : May.2028

Analysis performed according ND / Auann3 nposegen no HJI: 1 N011252/01-160123

12 |Assay/
KonuuecTBeHHOE
onpeneieHue

395.6 mg/ 395.6 mMr

323.82 mg/ 323.82 mr

From 360.0 to 440.0 mg of C;3Hi30,
(Tbuprofen) per tablet /

Ot 360,0 mr go 440,0 mr C;3HizO»
(ubynpoden) B TabneTke

From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /

Ot 2925 mr po 357,5 mr CsHoNO;
(mapaueramosn) B TabyieTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6auctep. [1o 1
OnmucTepy B Navyky KapTOHHYIO
BMECTe C  HWHCTpyKIHMedl  mo
TIPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetox B JIBX/Al
6nucrep. Ilo 1, 2 win 20 6nucrepoB B
navky KapTOHHYIO BMeECTE c
MHCTPYKLUHEH 110 NPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBeTcTBHH ¢ H]I.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temnepatype He Bblie 25 °C.
16 | Shelf life / Cpox 5 years / 5 ner
TOJHOCTH

* 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. / [IpoBoANTCS NPOU3BOAUTENEM IIPH
BBINYCKE TIEPUOJIMYECKH: A kKaxaoi 20-oif cepud nnn He MeHee 1 pasa B roa. IlokaszaTens MOXET OBITh
He BKIIFOUEH B CEPTH(UKAT aHANN3a QUPMBI

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: ) [Tposepeno; Himesh Kumar Opno6peno: Menekep / PykoBoautens
Pardeep Kumar 1 o 5 ~ Ajay Sharma (g(/

= \
Reprint Date:. Reprint Date: Reprint Date:
Hara: 30.06.2023 Hata: 30.06.2023 Hata: 30.06.2023
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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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_ CEPTHOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tabléts, 400 mg + 325 mg
No6yknun®, TabieTKH, MOKPbITHIE ILIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301143

Batch Quantity / O6bem naptuu : 727.50 Kg

040001923820

Analytical Report No / AHaiuTH4eckuit oTuyer No :

Date of Analysis / JlaTta ananusa: 30.06.2023

Date of Manufacture / Jlata npou3soacrsa : Jun.2023

Date of Expiry / Cpok rogHoctu : May.2028

Analysis performed according ND / Anasius nposeaed no HJ: [1N011252/01-160123

API name (INN) /
Hanmenopaune A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapaneramon

API manufacturer batch number /

Homep cepuu cyGcTaHINH
npousBognTeasa ['JID:

Homep cepnu npou3BogHTEIISA PIBM230100, PIBM230101 1306/22-23
ADC:

FP Manufacturer API Batch

number / FEQA00184, FEQA00185 FEQA00187

API Manufactured by & country /
IIpouzeoautenrs ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caiiencus Jlumuren,
Wnans

Sri Krishna Pharmaceuticals Ltd.,
India / llpu Kpuina
®dapmacerotukanc JIita., Uaaus

Remarks :

The Product conforms to ND/
IIpumeuanne: IlpoaykT coorBeTcTByeT TpeboBanmuam HJL

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Hara: 30.06.2023

Hara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToxrotoBneHo: [Tpoeepeno: Himesh Kumar Onpobpeno: Menemxkep / Pykosoaurens
Pardeep Kumar T Ajay Sharma &/

Reprint Date:. Reprint Date: Reprint Date:

JHara: 30.06.2023

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@drreddys.com
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