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

. o
Dl'. 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
CEPTHO®UKAT AHAJIU3ZA

Page 1 0f 10/ Crp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: H6ykann®, TabeTKH, NOKPLITHIE MJIEHO4HOI 060s104K0ii, 400 Mr + 325 Mr

Market / Po1HOK :Russia / Poccus

Batch No / ) Batch Quantity / _ 800000.0 tab /

Cepus Ne V2500912 O6bem cepun " 800000.0 Tab

Analytical Report No/ - 040002934055 Date of Analysis / . 16.05.2025
_AHAJIMTHYECKHI 0TYeT Ne - Jara ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2030

JlaTa npou3BoJACTBA T'onen no

Mfg. License No. / MA number: /

MpounzBoacrBenHas . MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)

Howmep PY
JuieH3ns Ne =

 Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

Ne |Test / IlokazaTenn Results/ Pe3ynbTaTsl Speéiﬁcation / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucanue one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / TabneTkn cross-section. / TabneTky KancynoBUIHOM

KamnCyJOBUIHON (OPMBI, IOKPHITEE | (DOPMBI, MOKPEBITHIE IEHOYHOH 0607104K0i
IJIEHOYHOM 060J104KOH OpaHIKEBOI'O | OPaHKEBOTO 1IBETA, C PUCKOH Ha ONHOMN CTOPOHE;
1IBETA, C PUCKOHN Ha OJIHOM CTOpOHE; |HA MONEPEYHOM pa3pese — aApo Oenoro uiu

Ha MOMEPETHOM pas3pese — Apo MOYTH 6eJIoro LBeTA.

OeJjioro 1BeTa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Ipoayxr cootseTcTBYyeT TpeboBanusam HJL 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
HoarotorneHo: Ramakant IIposepeno: Pardeep Kumar /Ono6peHo: Menemxep /
f PykoBogutens: Amit Kumar

Bl - |7 e
Reprint Date: ' Reprint Date: Reprint Date: v
Hata: 16.05.2025 Hata: 16.05.2025 JHarta: 16.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCO04507
www.diteddys.cuin




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

CEPTUO®HUKAT AH

AJIN3A

Page 2 of 10/ Cp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: H6ykaun®, Ta6/1eTKH, NOKPHITHLIE LIEHOYHOH 0060104K0ii, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccusg
Batch No/ . Batch Quantity / _ 800000.0 tab /
Cepus Ne $ V2500912 O0bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002934055 Date of Analysis / - 16.05.2025
AHaTHTHYeCKHIii 0TYeT No Jarta ananuia ]
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2030
 JlaTa npou3BOACTBA I'ogen po
Mfg. License No. / MA number: /
IIpousBsoacTBeHHast : MNB/05/263 v ) . JIII-Ne(003654)-(PT'-RU)
Homep PY
JuneH3Hs Ne

Analysis performed according ND: / Ananu3 npOBeue—n o HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification /
IToginHHOCTH

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 yaepKMBaHHWs OCHOBHBIX ITMKOB Ha
XpOMaTOrpaMMe HCHBITYEMOTO PacTBOPAa AOJKHEI
COOTBETCTBOBATL BPEMEHAM yJNEpXKUBAHUS NHKOB
Ha XpOMAaTorpamMMe pacTBOpa CTaHJapTHBIX
obpasior ubynpodeHa U napaneramona (pasgnen
«KonmnuecTBEHHOE OTIPEIe/ICHIE)

3 [Average tablets weight / 967.1 mg/967.1 Mr 940.9 mg to 999.1 mg
Cpennsis Macca TabyeTok (970.0 mg + 3.0 %) /
Ot 940,9 ML o 999,1 MT
(970,0 mr + 3,0 %)

4 |Disintegration /
Pacnapaemocth

07 min 58 sec / 07 MHH 58 cek

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr cooTBeTcTBYeT TpeboBaHUsAM HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo: Ramakant

s

Checked by /
[Tpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive
/Onobpeno: Menenxep /

PykoBoautens: Amit Kumar
//

Reprint Date:
Hara: 16.05.2025

Reprint Date:
JlaTta: 16.05.2025

Reprint Date: !

JHara: 16.05.2025

Registered Gffice: 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: L85195AP13984PLCO04507
www.drreddys.com




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
CEPTUDPHUKAT AHAJIU3A

Page 3 of 10/ Ctp. 3 u3 10

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

Mpoayxr: Uoykaun®, Ta61eTki, NOKpLIThIE MJIEHOYHOH 060.104K0ii, 400 Mr + 325 mMr

IIpou3BoacTBEHHAS : MNB/05/263
JiHueHsus Ne

Market / Poinok :Russia / Poccust
Batch No / ) Batch Quantity / ~800000.0 tab /
Cepus Ne - V2500912 O6bem cepuu " 800000.0 Tab
Analytical Repovrt No/ - 040002934055 Date of Analysis / - 16.05.2025
| AHANMTHYECKHH oTyeT Ne Jarta anasnza
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2030
JaTa 1pou3BoJCTBA I'onen no
Mfg. License No. / MA number: /

Homep PY . JIII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Ananus nposegen no HJT; JIH—N9(003654)-(P1"-RU)-1011_23

5 |Dissolution /

PacTBopenne
100% to 103 %

98 % to 99 %

Not less than 70% (Q) of Ci3Hi30, (ibuprofen)
after 30 min/

He menee 70 % (Q) C13HisO2 (bynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHyNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO:» (napauneramon)
gepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanue: [TpoaykT cooTseTcTBYeT TpeboBanusm HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
ITonrotoBneHo: Ramakant ITpoBepeno: Pardeep Kumar /Ono6peHo: Menemxep /

= AL’_ PykoBoauTes: ATiE Kumar
Reprint Date: ' Reprint Date: Reprint Date: V
Hara: 16.05.2025 Hara: 16.05.2025 Hara: 16.05.2025

Registered Gffice: 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.diicddys.com
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Dr.Reddy’s ‘f.

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
CEPTUO®UKAT AHAJIN3A

Page 4 of 10/ Ctp. 4 u3 10

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

HpoayxTt: Uoykanu®, Ta61eTKH, NOKPLIThIE MJIEHOYHOH 060104K0i, 400 Mr + 325 Mr

| TnmeH3Ha Ne

Market / PoinOK :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab /

Cepust Ne eSO O6beM cepHn " 800000.0 Tab

Analytical Report No/ - 040002934055 Date of Analysis / . 16.05.2025
AHaJuTHYeCKHIi oTueT Ne JaTa ananuza

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2030

JlaTa npou3BoACTBA Tonex no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs . MNB/05/263 Homep PY ;. JIII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Anaaun3 nposeaen no H: JIII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIC IpHMeEcH than 0.005% /
Method 1/ MeTton 1 4-amuHOdeHon (NMpuUMech Tmapalneramona) He
6onee 0,005 %
. Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.03% paracetamol) - not more than 0.3% /
Jlio6ast eaunuyHas npumech (MOympodeHa HIu
napaueramona) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
L. than 0.7% / Cymma npumeceii (Meron 1 + Meton
2) He 6onee 0,7 %
7 |Water / Bona 1.3% Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/

IIpumeuyanne: [Ipoaykr coorBeTcTBYET TpeboBanusimM HJI

Opinion : APPROVED
3aknwuyenune: OJJOBPEHO

Prcparcd by / Chccked by /

[MogroroeneHo: Ramakant

[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Exccutive
/Ono6peHo: Menexep /
PykoBogutens: Amit Kymar

Reprint Date:
Hara: 16.05.2025

Reprint Date:
Hara: 16.05.2025

Reprint Date: {
Hata: 16.05.2025

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



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
CEPTUOHUKAT AHAJIU3A

Page S of 10/ Ctp. 5 3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponykr: M6ykaun®, Ta6/1eTKH, NOKPBITHIE IJIEHOUHOI 060104K0i, 400 Mr + 325 Mr

JauneH3udg Ne

Market / PoiHOK :Russia / Poccug

Batch No / ) Batch Quantity / . 800000.0 tab /

Cepus Ne $ V2500912 O6beM cepun ' 800000.0 Tab

Analytical Repovrt No/ - 040002934055 Date of Analysis / . 16.05.2025
AHaJHTHYeCKH# oTyeT Ne JaTta aHasiu3a

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2030

Jarta npousBoacTBa Tonen go

Mfg. License No. / MA number: /

IIpousBoacTBeHHAN . MNB/05/263 ) . JITI-Ne(003654)-(PT-RU)

Homep PY

Analysis performed according ND: / Ana/iu3 npoBeJieH 1o HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OJHOPOAHOCTD
JIO3UPOBAHHUS

- ibuprofen / ubynpoden

- paracetamol /
|mapaiieramon

1.4

1.4

Acceptance value (AV) should be not more than
15.0 / [Mokazarens npremneMocTH (AV) nomkeH
ObITH He Oornee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3arens npueMiaeMocTd (AV) 10JDKeH
ObITE He Oonee 15,0

Remarks : The Product ¢

onforms to ND/

IIpumeyanue: [Ipoaykt coorBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prcpared by /

IMoarorosneno: Ramakant

3yl

Checked by /

Approved by: Manager/Executive

[TporepeHo: Pardeep Kumar /Onmobpeno: Menemxep /

PykoBoauTens: Amit Kumar

Reprint Date:
Hata: 16.05.2025

Reprint Date:
Hara: 16.05.2025

Reprint Date; |\
Jara: 16.05.2025

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: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ . :
Formulation Unit-6
Dr.Red dy,s ‘.0 Vill. Khol, Nalagarh Road, Badd,
’ Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxt: H6ykaun®, Ta6eTkn, NOKpLITHIE ILJIEHOUHOH 060/10uK0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust
Batch No/ . Batch Quantity / _ 800000.0 tab /
Cepus Ne AVt O6beM cepuu " 800000.0 Tab
Analytical Repoz‘t No/ - 040002934055 Date of Analysis / . 16.05.2025
AHajuTH4YecKkHi oTuyeT Ne Jara ananusa
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2030
JlaTa mpou3BOACTBA I'onen no
Mfg. License No. / MA number: /
IIpouzBoacTBeHHast : MNB/05/263 : : JITI-Ne(003654)-(PT'-RU)
Homep PY
JuneH3HA Ne

Analysis performed according ND: / Anamu3 nposened no HJI: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MuxkpoGuosioruyeckas
|yHcTOTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1ee 4ucio He 6onee 1000 KOE/r
a3poOHBIX
MHKPOOPTraHU3MOB
b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / Obmiee He 601ee 100 KOE/r
YHCIIO IPOXOKEBBIX H
TUIECHEBBIX IPUOOB
¢) E. coli NA Shall be absent in 1g / OTtcyrcTBHEe B
f Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: TIpoayKT cOOTBETCTBYET TpeboBanusam HJL 3axiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exccutive
[Toaroroeneno: Ramakant [Ipoeepeno: Pardeep Kumar /OnobpeHo: Menemxep /
PykoBoautenp: Amit Kumar
m@ QL’: ’ m
Reprint Date: ! Reprint Date: Reprint Date: !
Jarta: 16.05.2025 Jara: 16.05.2025 Hara: 16.05.2025

Registered Gffice: 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




Dr..Reddy’s Q

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
CEPTUOHUKAT AHAJIU3A

Page 7 of 10 / Cp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykt: M6ykaun®, Ta61eTKH, NOKPLITHIE MIEHOYHOH 060104K0i, 400 Mr + 325 mMr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab/
Cepus Ne SVt O0nem cepuu " 800000.0 Tab
Analytical Report No/ - 040002934055 Date of Analysis / - 16.05.2025
AHATHTHYECKHH oTUueT Ne JlaTa anayin3a
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2030
JlaTa npou3BojcTBA T'onen Ko
Mifg. License No. / MA number: /
HpouzsoacreenHas : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY
| JIHLEH3Hs Ne -

Analysis performed according ND: / Anaan3 nposeaen o HJL: JITI-Ne(003654)-(PT'-RU)-101123

10
onpeaeeHHe

Assay / KoauyecTBeHHOe

396.7 mg /396.7 mr

320.83 mg/320.83 mr

1360.0 to 440.0 mg of Ci3H,502 (ibuprofen) per

tablet /

Ot 360,0 mr go 440,0 mr C13H1302 (ubynpoden) B
TabnaeTke

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

Ot 292,5 mr 10 357,5 mr CsHgNO; (mapaueramost)
B TabJyieTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / I1o 10 Tabnerok
B IIBX/Al 6muctep. [lo 1 6nuctepy
B MayKy KapTOHHYI0 BMeECTE C
MHCTPYKIMEH 0 NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6nuctep. Ilo 1, 2 unu 20
OnucTepoB B MadyKy KapTOHHYIO BMECTE C
HUHCTPYKUHEH 110 NPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. /B cootBercteuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue IIpu Temnepatype He Bhilue 25 °C.
14 | Shelf life / Cpok S years /5 ner
TOXHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT Tpebosanusam HJI

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by /

HOI[FOTO BneHo: Ramakant

b

Checked by /
[TpoBepeHo: Pardeep Kumar

Approved by: Manager/Exccutive
/Onobpeno: Menenxep /
Pykoeoautens: Amit Kumar

?eprint Date:
Hara: 16.05.2025

Reprint Date:

Hara: 16.05.2025

Reprint Date: Y

Jara: 16.05.2025

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: LB5195AP1984PLC004507
www.drreddys.com




Dr.l 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
CEPTHUOHUKAT AHAJIN3A

Page 8 of 10/ Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykann®, TabeTKH, NOKPHITHIE NJIEHOYHOH 060J104K0ii, 400 Mr + 325 Mr
Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne i O6bem cepuu " 800000.0 Tab
Analytical Repourt No/ . 040002934055 Date of Analysis / - 16.05.2025
AHAJIMTHYECKHI oT4yeT Ne JlaTa ananu3a
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2030
HaTa npousBoacTBa T'ogen no
Mfg. License No. / MA number: /
HpoussoacTBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY
| IUneH3Hs Ne
Analysis performed according ND: / Ananun3 nposeaes no HJI: JIII-Ne(003654)-(PT-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.

[pumeuanue: Cchiku B HOpMaTUBHOH NOKyMEHTalMH NpuBejeHsl Ha ['D PO XIV.

* TIpoBOAMTCS MPOU3BOAMTENEM MPH BBITYCKE IIEPHUOANYECKH: U1 Kakaoi 20-0it cepuu nau He MeHee 1 pa3a B
roa. ITokazartens MOXeET OBITE He BKITIOYEH B cepTUGHUKAT aHaIu3a GHPMEIL.

I'JId:

API name / HaumeHoBanne ADPC: Ibuprofen / M6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapameramon
L] manuiaciuger Dateh RUmuEy PIBM240268 APAP/24091297, APAP/24091298
Homep cepun npousoautenss APC: -

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHIIMH TPOH3BOIHTEIS FESA00043 FERA00743, FERA00744

API Manufactured by & country/
IIpounseogurens ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren,
Huaus

Granules India Limited, India /
I'panynec Unaug Jlumuren, Unnns

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykt cootBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by /
[Toarorosneno: Ramakant

fed

[IpoeepeHo: Pardeep Kumar

Y

Approved by: Manager/Executive
/Ono6peHo: Mexemxep /
Pykosoxutens: Amjt Kumar

—

Reprint Date:
Jara: 16.05.2025

Reprint Date:
Hara: 16.05.2025

Reprint Date: |
Jlara: 16.05.2025

Registered Cffice: 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: L.85195AP1984PLC004507
www.drreddys.com




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

@
DI’. 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 AHAJIN3A

Page 9 of 10/ CTp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: Hoykaun®, TabieTkn, NOKPLITHIE NUIEHOYHOMH 0605109K0ii, 400 Mr + 325 mr
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepus Ne S el O0bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ . 040002934055 Date of Analysis / - 16.05.2025
AHaauTH4YecKHH oTyeT Ne Jdarta ananuza
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2030
JlaTa npoH3BOICTBA T'onen no
Mfg. License No. / MA number: /
IpousBoacTBeHHast : MNB/05/263 : . JIII-Ne(003654)-(PT'-RU)
Homep PY
| IMneH3us Ne - B
Analysis performed according ND: / Ananns nposeaen mo H/I: JIII-Ne(003654)-(PT'-RU)-101123

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumenoBaHue, aapec, JHLHEH3HS AJIs1 H-p Pennu’c Jlaboparopuc JItn., Uuaus, ITpousBoacTBeHHOE
IIponspoacTBeHHAas miaomanka / Ilnomanka noxapaznenenue-6, Bumn. Kxones, Hanarapx Poyn, banau, Jluctpukt
KOHTpOJIsI KauyecTBa / [lnomaaka Beimycka Conay, X.I1., 173205, Uuaus (nuien3us nomep MNB/05/263)

Declaration of certification: «I 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».

3axmodeHue 0 cooTBeTcTBUM: «HacTosmum s MOATBEPXkKAAl0, UTO MPUBEACHHAA BhILIE UHPOPMALM ABJAETC
JIOCTOBEPHO#H M TOYHOW. DTa cepus MPOAYKUMM Npou3BeleHa (BKIIOYas YMaKOBKY (MapKMpPOBKY) M KOHTPOIb
KayecTBa) Ha BBIIEYKa3aHHOW MPOM3BOACTBEHHOM Miomaake (MJolaikax) B TMOJHOM COOTBETCTBHHM C
TpeboBaHuAMH [IpaBus Hajiexalueld MPOU3BOACTBEHHOH MpakTuku EBpasuiickoro sxkoHoMuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) U Tpe6OBaHMAMU KOHTPOJIA KaueCTBa JIEKAPCTBEHHBIX CPEJICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [Tpoayxr cootBeTcTBYeET TpeGoBanusm HJT 3axmouenne: OJOBPEHO
Prcparcd by / Checked by / Approved by: Manager/Exccutive
ITonrotoBnexHo: Ramakant [TpoBepeHo: Pardeep Kumar /OnobpeHo: Menemxep /
! PykoBoautens: Amit Kumar
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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




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

@
DI’. Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 £8166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIU3A

Page 10 of 10 / Ctp. 10 u3 10

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

Mponykr: H6ykaun®, TabJeTKH, NOKpPBITHIE MJIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne : V2500912 O0bem cepuu " 800000.0 Tab

Analytical Repo\f't No/ - 040002934055 Date of Analysis / . 16.05.2025

AHajiaTHYecKHi oTyeT No JlaTa aHaau3za

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2030

JlaTta npou3BoacTBa T'oaen 1o

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 ’ : JIII-Ne(003654)-(PI'-RU)
Homep PY

JUneH3us Ne B

Analysis performed according ND: / Ananu3s nposeaen no HJL: JIII-Ne(003654)-(PI'-RU)-101123

a TaKk)Xe B COOTBETCTBMU CO CieLMPHUKALMAMH, COAECPKAIMUMHUC B PETUCTPALIMOHHOM JOChE CTPaHbl-UMIIOpTEpA.
3anucH o NPOU3BOACTBY, YIAKOBKE M aHAJIN3Y MPOBEPEHBI, M YCTAHOBJIEHO UX COOTBETCTBHE TpebGoBaHuaM [1pasun
HaJIeXkallei Npou3BOACTBEHHOMN MpakTHKK EBpa3suickoro 5KOHOMHYECKOTO COKO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cootBercTByeT TpeboBanusim HJJ 3axmoyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
INoarotosneno: Ramakant ITpoeepeno: Pardeep Kumar /OnmobpeHo: Meunemxep /
M dﬁ— { PykoBogutens: Amit Kumar
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