Dr.Reddy’s ‘,’:"

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIHU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 1 0f 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: U6ykaun®, TabieTkH, HOKPLITEIE IUIeHOYHOI 060109Koi#, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus
Batch No/ . Batch Quantity / _ 800000.0 tab /

| Cepust Ne $ V2402706 Oo0nem cepun " 800000.0 Tab
Analytical RepOft No/ . 040002763309 Date of Analysis / . 93.12.2024
AHanuTH4YeckHii oTyeT Ne. JaTa ananusa -
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JlaTa npou3BoACTBa T"omen no
Mfg. License No. / MA number: /
IlpousBoacTBeHHas : MNB/05/263 : . JITI-Ne(003654)-(PI'-RU)

Homep PY

JuneH3us Ne -

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(003654)-(PT-RU)-101123

Ne |Test/ ITokazaTeib

Results/ PesyabTatsl

Specification / Hopma

‘Appearance /
1 |Onncanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KancynoBUHON QOPMBI, TIOKPHITHIE
IUIEHOYHOU 060JI0YKO# OpaHkKeBOTro
LIBETA, C PUCKOH HA OJHOIl CTOPOHE;
Ha NONEPEYHOM pa3pese — IAPO
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancynoBuaHON
($OpMBEI, TOKPBITHIE [LICHOUHOH 060104KOMH
OpaHXeBOro IBEeTa, C PUCKON Ha OJHOI CTOPOHE;
Ha MOMepPeiHOM pazpeze — spo benoro uim
no4Ty H6enoro 1BerTa.

Remarks : The Product conforms to NTY/
IIpumeyanue: [Ipoaykr coorsercTBYET TpeboBaHusaM H]I

QOpinion : APPROVED
3akawuenne: OJIOBPEHO

Prepared by /

IToarorosneuno: Pravesh Rana

Checked by /

_ ,é Maurya

ITpoeepeHo: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykopogurtens: Amit K_u mar

=

Reprint Date:
Hara: 23.12.2024

Reprint Date:
Jarta: 23.12.2024

Reprint Date: ¥
Jlata: 23.12.2024

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@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Qf’:"

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

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.corn

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 2 of 10/ Crp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: U6ykaun®, Ta6/1eTKH, NOKPBIThIE NJIEHOYHOI 060sI0uKkoii, 400 Mr + 325 Mr

Analysis performed according ND

Market / PeiHok :Russia / Poccus

Batch No/ . Batch Quantity / _ 800000.0 tab /
| Cepns Ne 3 V240210106 O6nem cepun * 800000.0 Tab

Analytical Repo:‘t No/ - 040002763309 Date of Analysis / - 93.12.2024
| AHAJIMTHYECKHI 0TyeT Ne T | MaTa ananusa

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JaTa npousBoaCTBa Tlonen g0

Mig. License No. / MA number: /

IIponsBoacTBeHHas : MNB/05/263 ’ : JIII-Ne(003654)-(PT-RU)

Howmep PY
Junensus Ne

: / Anaaus nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123

2

Identification /
IMogauHHOCTDL

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 ynepxuBaHHS OCHOBHBIX IHKOB Ha
XpOMaTorpaMMe HCIBITYEMOIO pacTBOpa JOJDKHEI
COOTBETCTBOBATh BPEMEHAM YICPXKUBAHHUS [THKOB
Ha XpoMarorpaMMme pacTBOpa CTaHIapTHBIX
obpasroB nbymnpodeHa v napareramora (pazen
«KonnyecTseHHOE ONPEIEIEHHEY)

Average tablets weight /
Cpennss macca Tabierok

969.2 mg / 969.2 mr

940.9 mg to 999.1
(970.0 mg £+ 3.0 %) /

OT 940,9 MI' o
(970,0 mr + 3,0 %)

mg

999,1 MI

Disintegration /
Pacnapgaemoctn

06 min 29 sec / 06 MuH 29 cex

Not more than 30 min /
He 6onee 30 Muu

Remarks : The Product conforms to NTY/
Ilpumeuanue: [Ipoaykr coorBercTByeT TpeboBaHusmM HJ{

QOpinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IMTonrorosneno: Pravesh Rana

Checked by /

Maurya

IIpoBepeno: Santosh Kumar

Approved by: Manager/Executive

/OpobpeHo: Menemxep /

Pykopogutens: Amit Kumar
s

Reprint Date:
Hara: 23.12.2024

Reprint Date:
Hata: 23.12.2024

Reprint Date:'
Harta: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

wwve.drreddys.com




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

Qe
Y/ 9 Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy S '.‘ Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Page 3 of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: HOykinu®, Ta6aeTKH, TOKPBLIThIE MJICHOUHO#H 0G0104KOi, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne + V2402706 O6neM cepun " 800000.0 Tab

Analytical Report No / © 040002763309 Date of Analysis/ . 53 15 5594
AHauTHYEeCKHIt 0TYeT Ne JaTta ananu3za

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa mpou3BojicTBa I'onen no

Mifg. License No. / MA number: /

IIpousBoacTBeHHAR : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT'-RU)

Juuensus Ne

Analysis performed according ND: / Anaans nposeaes mo H/: JIII-Ne(003654)-(PT'-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci;3Hi502 (ibuprofen)
PacTBopenue after 30 min /
100% to 103 % He menee 70 % (Q) C13HisO2 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO: (paracetamol)

after 30 min /
101 % to 104 % He menee 70 % (Q) CsHoNO, (mapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJI 3akmovyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToaroroeneHo: Pravesh Rana [Iposepeno: Santpsh Kumar /OnobpeHo: Menemxep /

,ﬁ Maurya f : '(' PykoBoaurens: Amit Kumar

& = A«v‘fv/
Reprint Date: Reprint Date: Reprint Date:
Hata: 23.12.2024 Jlara: 23.12.2024 Hara: 23.12.2024

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@drreddys.com
CIN: L85195AP1984PLCOO4507
www.drreddys.com




Dr.Reddy’s Q_’:‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.corn

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 4 of 10 / Ctp. 4 u3 10

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

Hpoaykr: M6yknun®, Ta6eTKku, NOKPBITHIE ILIEHOYHO 060104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne + V2402706 O6bem cepuu " 800000.0 Tab

Analytical Rep0ft No/ - 040002763309 Date of Analysis / . 23.12.2024

AHaJuTHYecKHH oTueT No JMaTa ananuza

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JlaTta npousBoacTaa I'oges po

Mfg. License No. / MA number: /

lipousBoacTBeHHAs : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Homep PY

JHUEeH3H Ne -

Analysis performed according ND: / Anauns nposegen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIe NTPHMECH than 0.005% /
Method 1/ Metogn 1 4-amMuHodeHON (mMpuUMech MapaneTaMmona) He
6onee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Huxe nopora paracetamol) - not more than 0.3% /
perncTpanun Jlrobas eguuauuHas npumech (ubymnpodena wim
napareramona) He 6onee 0,3 %
0.0001% Total impurities (Method 1+ Method 2) - not more
: ° than 0.7% / Cymma npumeceii (Meton 1 + Meron
2) ue 6onee 0,7 %
7 |Water / Boga 1.5% Not more than 5.0% /
He 6onee 5,0 %

Remarks ; The Product conforms to ND/
IIpumevanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusam HJI

Opinion ; APPROVED
3axmwouenne: OJIOBPEHO

Prepared by / Checked by /
IToaroroBieHo: Praves?ana

IIpoBepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

Hara: 23.12.2024 Hara: 23.12.2024

Maurya PyxoBomutesns: Amit Kumar
: At —
Reprint Date: Reprint Date: Reprint Date:

Jlata: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwvv.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.comn

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A

Page S of 10/ Ctp. 5 u3 10

’Froduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hponyxt: M6ykaun®, TabaeTkn, NOKPLITHIE MJIEHOYHOI 0607109K0ii, 400 Mr + 325 Mr

nuuen3us Ne

Market / PeiHOK :Russia / Poccns

Batch No / . Batch Quantity / . 800000.0 tab /

Cepns Ne B YEHGE00 O6bem cepuH " 800000.0 Tab

Analytical Repo:‘t No/ - 040002763309 Date of Analysis / . 93.12.2024
AHaJguTHyecKHii oTyeT No JMata ananuza -

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JaTa npou3BoACTBA T'onen no

Mifg. License No. / MA number: /

IIpou3BoacTBeHHAR : MNB/05/263 Howmep PY . JIII-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Ananu3 nposegen no HII: JIH-N9(003652)-(PF-RU)-101123

8 |Uniformity of dosage
umnits /

|OzHopoaHOCTH
JI03UPOBAHUS 1.7
- ibuprofen / nbynpoden

- paracetamol / 1.7
napareTamo

Acceptance value (AV) should be not more than
15.0 / Ilokazatens npuemneMoctd (AV) A0DKEH
ObITh He 6onee 15,0

Acceptance value (AV) should be not more than
15.0 / IMokazaTens npuemneMoctd (AV) 10mxeH
6bITh He 6otee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cooTBeTcTBYeT TpeGoBanusM HJI 3axmouenne: OJObPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotoeneno: Pravesh Rana [TpoepeHo: Santosh Kumar /OpobpeHo: Menemxep /

Maurya PykoBoauTens: Amit E]_._lmar
Reprint Date: Reprint Date: Reprint Date: V
Hara: 23.12.2024 Hata: 23.12.2024 Hara: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

Tel: +91 43 49C0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com

500034, Telangana, India




Dr.Reddy’s ‘;‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxt: U6ykaun®, TabeTKH, NOKPLIThIE IIeHOYHOH 060/104Koii, 400 Mr + 325 Mr

Market / PolHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusi No F VRVt O0nem cepun © 800000.0 Tab
Analytical Rep0ft No/ - 040002763309 Date of Analysis / . 93.12.2024
| AHAJIMTHYecKHH oTyeT Ne B JlaTta anaymsa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JaTa npousBoAcTBA T'oaen no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAS : MNB/05/263 ’ : JIII-Ne(003654)-(PT-RU)
Howmep PY
Jnnen3us Ne

_Analysis performed according ND: / Ananu3 nposegen no HJ: JITI-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpobuonoruieckas
yucrora*

a) Total aerobic microbial
count / Obmee yncio
a’poOHBIX
MHKpPOOPraHU3MOB

b) Total combined yeasts
and mould count / O61iee
YHCIO IPONOKEBBIX H
IJIECHEBBIX rpubOB

c) E. coli

NA

NA

NA

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

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

Shall
1r

be absent in lg / OrcyrctBUe B

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusm HJ{

Opinion : APPROVED
3axmouyenune: OJOBPEHO

Prepared by /
IMTogrorosneHo: Pravesh I?ana

L

Checked by /

Maurya

[TpoBepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menenxep /
PykoBosutens: Amit_l%umar

~

Reprint Date:
Jara: 23.12.2024

Reprint Date:
Jlata: 23.12.2024

Reprint Date: '

Hara: 23.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CiIN: L.85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘;‘.

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

Viit. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.corn

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJINU3A

Page 7 of 10/ Ctp. 7 u3 10

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

Iponykr: M6ykaun®, Ta6eTkH, NOKPHITHIE MJEHOYHOH 060104K0i, 400 Mr + 325 Mr

JauueH3ns Ne

Homep PY

Market / Ppinok :Russia / Poccusg

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi No 3 08 O0bem cepun " 800000.0 Tab

Analytical Report No/ - 040002763309 Date of Analysis / . 93.12.2024
AHajiuTHYeCcKHii oTueT Ne Jarta anaausza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa npousBoICTBA Ilonen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHasI : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)

Analysis performed according N D: / Ananus npoBeaen no H/: JIII-Ne(003654)-(PI'-RU)-101123

10 |Assay / KosinyecTBeHHOE
onpeneseHne

394.7 mg / 394.7 mr

323.51 mg/323.51 mr

360.0 to 440.0 mg of C;3HisO: (ibuprofen) per
tablet /

Ot 360,0 mr g0 440,0 mr C13H130, (ubynpoden) B
Tabnerke

292.5 to 357.5 mg of CsHoNO, (paracetamol) per
tablet /

OT1292,5 mr 1o 357,5 mr CgHoNO: (mapaueramon)
B Tabnerke

Package / YnaxoBka 10 tablets in PVC/Al blister.

11

B TMadyky KapTOHHYIO BMeECTE
UHCTPYKLMEH [0 NpUMEHEHHIO.

1

blister and a patient information
leaflet in a carton. / [To 10 Tabnerok
B [IBX/Al 6nucrep. [To 1 6nuctepy

C

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B I[IBX/Al 6nuctep. Ilo 1, 2 umu 20
OMMCcTEpOB B Mauky KapTOHHYIO BMECTE C
HHCTPYKUHEH MO MPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B coorsercTuu ¢ HIL
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue IIpu Temnepatype He Bhbinle 25 °C.
14 | Shelf life / Cpok 5 years / 5 ner
TOJXHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBaHUsAM HJI

Opinion : APPROVED
3axmouenne: O/IOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarotoBneno: Pravesh Rana IIpoeepeHo: Santosh Kumar /Ono6peHo: Menemxep /
" Maurya PykoBogutens: Amit Kumar
- :,E’/ E
Reprint Date: Reprint Date: Reprint Date: ¥
lara; 23.12.2024 Ilata: 23.12.2024 Tlara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIA3A

Page 8 of 10/ Ctp. 8 M3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykanu®, Ta6eTKH, NOKPBITHIE MIEHOUHO# 060a04Koii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / . 800000.0 tab/
Cepus No Va0 O0beM cepuH ' 800000.0 Tab
Analytical Repovrt No/ - 040002763309 Date of Analysis / - 23.12.2024
| AHaJIMTHYeCKHH oT4eT Ne JaTta anaansa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029
Jlata npon3BoacTBa T'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY
JuneH3ns Ne

Analysis performed according ND: / Anann3 nposexen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

* 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.

[Iprmeqanye: CcblIKM B HOpMATHBHON JOKYMEHTAalUK npueeaeHel Ha [ PO XIV.

* TIpoBOAXTCS MPOM3BOAUTENEM [IPH BBINYCKE NIEPHOMHYECKM: sl Kakaoh 20-0# cepyu i He MeHee 1 pasa B
roa. ITokazaTtens MOKET ObITh He BKIIFOUEH B cepTUdHKAT aHATH3a QUPMEI.

APT name / Hanmemonanmue ADC:

Thuprofen / Mynpodern

Paracctamal / TTapatietamon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

1101/24/A-3419, 1101/24/A-3420,

API manufacturer batch number /
Homep cepun npousBoaurenss ADC: 1101/24/A-3443 LENE 2020
FP Manufacturer API Batch number / FERA00602, FERA00603,
HoMmep cepun cy6cTaHINMH TPOU3BOIUTES FERA00539
FERA00604
I'd:
IOL Chemicals and
API Manufactured by & country / Pharmaceuticals Limited, India / Granules India Limited, India /
IIpoussoaurtenns ADC, crpaHa: Al ST I'panynec Uupus JTumuren, Uugus
P A » CTpama: ®Qapmackrotukaic JIumuren, pasy A Al VI
Unnus

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms ta NTY/ Qpinion : APPROVED
Ipumedanne: [Tpoaykr cooTseTcTBYeET TpeGoBanuam HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IogroroeneHo: Pravesh Rana [TpoBepeno: Santosh Kumar /Opo6peHo: Menemxep /
¥ j’ Maurya EX PykoBoaurens: <\mit LKumar

{ i
Reprint Date: Reprint Date: Reprint Date: J N
Hara: 23.12.2024 Hata: 23.12.2024 Hara: 23.12.2024

Registered Cffice: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +91 40 4560 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCD04507
wwvv.drreddys.com




Dr. Reddy's Laboratories Ltd.
Q Qe Formulation Unit-6
s @ Vill. Knol, Nalagarh Road, Baddi,
Dr. Reddy S Ne Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIM3A
Page 9 of 10/ Crp. 9 u3 10

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

Ipogyxkr: I/Iﬁyknn}l@, TabJ1eTKH, OKPBITbIE IJIeHOYHO# 000104KO0ii, 400 Mr + 325 mMr

Market / PuiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne o e O6bem cepun ~ 800000.0 Tab

Analytical Report No/ - 040002763309 Date of Analysis / . 93122024
_AHanuTHdeckHii oTaer Ne - JaTa aHaqu3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jata npousBoacTBa I'open no

Mfg. License No. / MA number: /

pouzeoacTBeHnas : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)

Howmep PY

| TuueH3Hsa Ne

Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(003654)-(PT'-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumenoBaHmue, agpec, JMIEH3HS JJIs1 H-p Pegnu’ ¢ JlJaboparopuc JIta., Uanus, [IpousBoacTeeHHOE
IlpousBoacTBenHas nmiomaaka / [lnomanka noapasnenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Jluctpukr
KOHTpoJig KavecTBa / Ilnomaaka BeImycka Conan, X.I1., 173205, Muaus (tunensus Homep MNB/05/263)

Declaration of certification: « hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akao4yenne 0 cooTBeTcTBHH: «HacToamum s noaTeepxaaro, 4To NpUBEACHHAS BBIIle HHOOpPMALUS SBJISETCS
JIOCTOBEPHOM M TOYHOM. DTa cepHs NPOLYKLMH NMpou3BeAeHa (BKIIOUAs YMakoBKY (MapKHpPOBKY) W KOHTPONb
KaueCcTBA) Ha BBIICYKa3aHHOW IPOM3BOACTBEHHOM IUIOWAAKe (IUIOINAAKaX) B TOJHOM COOTBETCTBHH C
TpeboBaHusaMHU [lpaBun Hajnexaieil MPOW3BOACTBEHHOM NMPaKTHKU EBpasuiickoro sKoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHts16pst 2022) 1 Tpe6OBaHUAMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPECTB,
a TaKkKe B COOTBETCTBHMHU CO CHELMPUKALUAMHU, COAEPKAIUMUCI B PETUCTPALIMOHHOM JOChE CTPaHBI-UMITOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tponykr cooTeTcTBYET Tpebopanuam HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[loarorosneno: Pravesh Rana ITpoBepeno: Santosh Kumar /Ono6peno: Menemxep /
Maurya (L$(/ PyxoBoautens: Amit Kumar
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Reprint Date: Reprint Date: Reprint Date: ¥
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Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

@
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Page 10 of 10 / Crp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: U6ykann®, TabneTkn, NOKPLITHIE MJIEHOYHOH 060104Ko0ii, 400 Mr + 325 MT
Market / PpiHok :Russia / Poccus
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepus Ne V2402706 O06bem cepun " 800000.0 Tab
Analytical Rep0ft No/ - 040002763309 Date of Analysis / . 93.12.2024
AHanuTH4YecKH i oTyer No Jara anaymsa
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
JaTa npou3BoaCTBA I'open go
Mfg. License No. / MA number: /
IIpousBoacTBeHHAast : MNB/05/263 : 1 JITI-Ne(003654)-(PT-RU)
Homep PY
| JIHLeH3Hs Ne - |
Analysis performed according ND: / Auanus nposegen no HJ: JITI-Ne(003654)-(PI'-RU)-101123

3arnucH 1o MpOU3BOACTBY, YIIAKOBKE H aHAJIU3Y NMPOBEPEHEBI, H YCTAHOBJIEHO UX COOTBECTCTBUEC Tpe60BaHI/I${M HpaBHH
HajJjIexaiei HpOHSBO,Z[CTBCHHOﬁ NMpaKTHKH EBpa31/II7ICKOFO 3KOHOMHWYECCKOro Cor3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Tpoaykr coorseTcTBYET TpeboBanusam HJI 3akmouenne: OJMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Togrotosneno: Pravesh Rana IIpoeepeno: Santosh Kumar /OnobpeHo: Menemxep /

- [R Maurya ’L}A Pykoponurens; Amit Kumar
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