Dr.Reddy’s ":

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

vill. Khol, Nalagarh Road, Baadi,
Disit. Solan, H.P., 173 205, iNDIA
Tel . +53 95455 55001-02

www.drredays.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 1 0f 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6ykann®, Tab1eTKH, TOKPHITHIE ILIEHOUHO# 000.104K0ii, 400 Mr + 325 mr

Market / Peinok :Russia / Poccus
Batch No / : Batch Quantity / . 800000.0 tab /
Cepusi Ne £ V2500396 O6bem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002851820 Date of Analysis / . 91.03.2025
AHajnTHYecKHil oTyeT No JlaTa ananu3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTa npou3BoacTea I'open no
Mfg. License No. / MA number: /
IIponsBoacTeBennan : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)
Homep PY
aHueH3Hs No _

Ealysis performed according ND: / AHa/Iu3 nIpoBe/ieH no HJ: JIN-Ne(003654)-(PT-RU)-101123

Ne |Test/Iloka3zaTean

Results/ PesyapTaTh!

Specification / Hopma

Appearance /
1 |Onncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KaTCYJIOBUIHOM (POPMBI, TOKPBITHIE
NJIeHOYHOH 000JI0UKOH OpaHKEBOrO
L[BETA, C PUCKOH Ha OQHOM CTOPOHE;
Ha MONEPEUHOM pa3pese — SAPO
6enoro 1BeTA.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancynoBUAHOM
(bOopMBbI, MOKPBITHIE IEHOUHOH 000J104KOi
OpPaHXXEBOT'0 LIBETA, C PUCKON Ha ONHOW CTOPOHE;
Ha MONEPEYHOM pazpese — npo 6eoro unu
noyTH 6esoro uBeTa.

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

Prepared by /

[Toarorosnedo: Rama kant

Checked by /

Approved by: Manager/Executive

[MpoBepeHo: Santosh Kumar /Ono6peHo: Menemxep /

T

PykoBoauTens: Am{r Kumar

Reprint Date:
Hara: 21.03.2025

' Reprint Date:

Jata: 21.03.2025

Reprint Date: V
JHara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCODA507

wiw.drredays.com




Dr.Reddy’s @

Dr. Reddy's Laborateries Ltd,
Formulation Unit-6

Vill. Khol, Malagarh Road, Badil,
Distt. Solan, iH.P., 173 205, iNDIA
Tel: +91 98166 55001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabaeTKH, NIOKPHITHIE IEHOYHOI 060104K0#, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccus

Batch No / : Batch Quantity / _ 800000.0 tab /

Cepus Ne A O06Bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002851820 Date of Analysis / - 91.03.2025

AHaauTHdecKHi oTueT Ne JlaTa aHaJiM3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTa npoH3BOACTBA T'open 1o

Mfg. License No. / MA number: /

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

Homep PY
JuieH3us Ne

Analysis performed according ND

: / Ananns nposegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification /
ITopuHHOCTHL

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) /
BpemeHna yaepKHBaHHMS OCHOBHBIX IIHKOB Ha
XpoMaTorpaMme HCIbITYEMOrO pacTBOPa JOJKHE
COOTBETCTBOBATh BpeMeHaM YAep)KMBaHHUS TUKOB
Ha XpOMarorpaMMe pacTBopa CTaHAApTHBIX
obpasioB ubynpodeHa u napaueramona (pasaen
«KonuuecTBeHHOE ONpeeICHUER)

3 |Average tablets weight /
CpenHnss macca TabJIeTOK

969.3 mg / 969.3 mMr

940.9 mg to 999.1 mg
(970.0 mg £ 3.0 %) /
Ot 940,9 M J0 999,1 MT

(970,0 mr % 3,0 %)

4 |Disintegration /
PacnapaeMocThb

08 min 11 sec /08 muH 11 cex

Not more than 30 min /
He 60onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorsercTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Rama kant

et

Checked by /

Maurya

[Tposepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBogutens: Amit Kltmar

L]

Reprint Date:
Hara: 21.03.2025

Reprint Date:
Hara: 21.03.2025

Reprint Date: '

Jarta: 21.03.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hvderabad - 500634, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCNUA507
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| ‘. o Dr. Reddy's Laboratories Ltd.
’ . Formulation Unit-6
Dr. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, IiNDIA
Tel . +9i
www.drreddys.com

08166 56001-02

ol

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page3 of 10/ Crp.3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: M6ykann®, Tab1eTKH, NOKPLIThIE MIEHOYHOMH 060,10uK0ii, 400 Mr + 325 mMr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne + V2500396 OoBeM cepun " 800000.0 Tab

Analytical Report No / . 040002851820 Date of Analysis / - 91.03.2025

AHajauTHYecKMid oT4eT No JarTa anannsza

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa npou3Bo/icTBa I'open o

Mfg. License No. / MA number: /

IpousBoacTBeHHAA : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)
Homep PY

JUIeH3Hd Ne

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

Not less than 70% (Q) of Ci3Hi3sO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3His02 (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHgNO; (mapaueramon)
yepe3 30 MHH

S |Dissolution /

PacTBOpeHHe

99% to 103 %

98 % to 101 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr coorsercTByeT Tpebosanusm HJL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosneno: Rama kant IMpoBepeHo: Santosh Kumar /Ono6peno: Menemxep /
W “ Maui ya PykoBoanuTeas: Amit umar
(__ wied = e
Reprint Date: ) Reprint Date: Reprint Date: |
Hara: 21.03.2025 Hara: 21.03.2025 Hara: 21.03.2025

Registered Of

fice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.coim

CIN: LS195AP 1984PLCOGA507
www.drredays.com




Dr.‘Reddy’s ‘f’-

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

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDiA
Tei: +51 52185 3600102

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIMU3A

Page 4 of 10/ CTp. 4 u3 10

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

Ipoavir: U6ykanu®, TabneTkn, NOKPHITHIE NUIEHOYHOH 06010uK0ii, 400 M + 325 Mr
poA) M p

Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne i V2500396 Oobem cepun " 800000.0 Tabd

Analytical Repo:‘t No/ - 040002851820 Date of Analysis / . 91.03.2025

AHanuTHYeCKHii oTyeT Ne JlaTa ananu3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa npou3BoacTBA I'onen no

Mfg. License No. / MA number: /

[Ipoun3BoacTBeHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Homep PY

JHOeH3us Ne |

Analysis performed according ND: / Anasns nposeaer no H/L: JIII-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncrBenHble npuMecu than 0.005% /
Method 1/ Meton 1 4-amuHodeHon (mpuMech IapaneTamonia) He
bouee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 Below BDL / Hixe nopora paracetamol) - not more than 0.3% /
perucTpannn Jliobast enunuuHas mpumech (UOynmpodeHa unu
napaueramona) He 6oxee 0,3 %
Total impurities (Method 1+ Method 2) - not more
— than 0.7% / Cymma npumeceit (Meront 1 + Meton
. ° 2) He 6osiee 0,7 %
7 |Water / Bona 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[Toarorosnaeno: Rama kant
Maurya

[IpoBepeno: Santosh Kumar

@

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pyxooautens: Am;;{lﬁugflar

i o

Gl

Reprint Date:
Hara: 21.03.2025

Reprint Date:
Hara: 21.03.2025

Reprint Date: '

Hara: 21.03.2025

Registered Office: §-2-337, Read No. 3, Banjara Hills, Hyderabad - 500634, Telangaing, Ind!a
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L8E195AP1984PLC104507
wwaLdiTedays.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 ;493 98166 55001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 5 of 10/ Crp. 5 u3 10

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

Hpoaykr: Hoykaun®, Tabnerkn, NoKpsITHE MJIEHOYHON 0605104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus Ne £V2500396 O6bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002851820 Date of Analysis / - 91.03.2025
AHaJIUTHYECKHT oTUeT No JlaTa aHanu3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa Ipou3BOACTBA I'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAS : MNB/05/263 Homep PY : JITI-Ne(003654)-(PT'-RU)

JaneH3ud Ne

Analysis performed according ND: / Auanus npoBeaed mo HJI: JITT-Ne(003654)-(PI™-RU)-101123

8 |Uniformity of dosage
units /

OnQHOpOIHOCTB
JIO3UPOBAHUS

- ibuprofen / udynpoden

- paracetamol /

1.6

1.6

Acceptance value (AV) should be not more than
15.0 / ITokazarens mpuemiieMocT (AV) 10mKeH
ObITh He OoJee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3arens npuemneMocTy (AV) nomxen

InapaueTaMmoit

OBITH He Oouee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykt coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Rama kant

Qi

Maurya

IIpoeepeno: Santosh I&'j)i’n;ar
W

/OnobpeHo: MeHemxep /
Pykusupmnieis. Alf{il I\’_Eurcu

" =
-

Reprint Date:
Hara: 21.03.2025

Reprint Date:
Ilata: 21.03.2025

Reprint Date: v
JHata: 21.03.2025

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills,

Hvderabad - 500034, Teiangana, Indiz

Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email. maii@drreddys.com
CIN: LRE19SAPI984PLLN0SE5Q7
wwdrredays.com

Approved by: Manager/Executive




| Dr.Reddy’s ":’

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

Vill. Khol, Nalagarh Road, Baadi,
Distt. Solan, H.P., 173 205, iNDIA
T&: R j USLAGS SouvatLa

www.drredays.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 6 of 10/ Cp. 6 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykt: H6ykann®, Ta6aeTkH, NOKPBITHIE ILIEHOYHOI 000104K0#, 400 Mr + 325 mMr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne # 2500396 O0neM cepHH " 800000.0 Tab

Analytical Repoz‘t No/ . 040002851820 Date of Analysis / - 91.03.2025

AHanuTHYecKHil oTyeT No JaTta ananmu3sa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JlaTa npoM3BOACTBA I'oaen no

Mfg. License No. / MA number: /

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

JHneH3as Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JIII-Ne(003654)-(PT-RU)-101123

9 (Microbiological purity* /
Mukpobuosornyeckast
YyHCTOTa™

a) Total aerobic microbial
count / O61uee 4ucno
a3poOHBIX
MHKpPOOPraHU3MOB

b) Total combined yeasts
and mould count / Ob1ee
YUCIIO IPOMNOKEBBIX H
noorontix rpaon

c) K. coll

NA

NA

NA Shall
ir

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

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

be absenl m 1lg / Owcyrersue B

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxr coorBercTBYeT TpeboBanusaM HJJ

Opinion : APPROVED
3axnuenne: OJIOBPEHO

Prepared by /
[Noaroroeneno: Rama kant

bl

Checked by /
[IpoBepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoauTens: An}i\tKu{gar

L e—

L]

Reprint Date:
Hata: 21.03.2025

Reprint Date:
Jara: 21.03.2025

Reprint Date: L

Harta: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyvderabad - SCG0G34, Telal1gai1a, Indie
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLNN4S0Y
wwaLdrreduys.com




Qe
Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91. 98166 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 7 of 10/ Cp. 7 u3 10

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

HpoayxT: U6ykaun®, Ta61eTku, NOKPHITHIE IUIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Market / PoiHoKk :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab/
Cepust Ne g V20096 O6beM cepuu " 800000.0 Tab
Analytical Report No/ - 040002851820 Date of Analysis / . 91.03.2025
AHaguTHYECKHI oTUeT Ne JlaTa aHaaH3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTa mpoH3BOACTBA Coaen go
Mfg. License No. / MA number: /
IIpou3BoacTBeHHan : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT"-RU)
Homep PY
_nuensust Ne

Analysis performed according ND

: / Anasu3s npoeeaen no HJ: JIII-Ne(003654)-(PT-RU)-101123

10

Assay / KonuyecTBeHHOE
ompejeneHue

402.1 mg/402.1 mr

325.61 mg/325.61 mMr

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

Ot 360,0 mr no 440,0 mr C13H1502 (MOynpoden) B
TabyeTke

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

OT1292,5 mr o 357,5 mr CgHoNO» (napaneramon)
B TabyeTke

11

Package / YnaxoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 Tabnetok
B [IBX/Al 6nucrep. [To 1 6nucrepy
B Mayky KapTOHHYK) BMeECTE C
HHCTPYKLHUEHN 110 HPHMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / I'lo 10
tabnerok B [IBX/Al 6mucrep. [lo 1, 2 unu 20
OmucTepoB B TauKy KapTOHHYIO BMECTE C
UHCTPYKLMEH MO NPUMEHEHUIO.

12 | Labeling / MapkupoBska |According to ND. / B coorserctun ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe IIpu Temnepatype He Boie 25 °C.
14 | Shelf life / Cpoxk 5 years /5 et
TOXHOCTH

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

Remarks : The Product conforms to ND/
Ipumeyanne: [lpoaykr cooTBeTcTBYeT TpeboBaHHAM HJI

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Hara: 21.03.2025

Prepared by / Checked by / Approved by: Manager/Executive
IoxnroroBneno: Rama kant IIpoepeHo: Santosh Kumar /Ono6peno: Menemxep /
Maurya 95 Pykosoaurens: Amit Knmar
Buul 5 RS
Reprint Date: Reprint Date: Reprint Date: I

Hata: 21.03.2025

Hata: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangaia, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L8S195AP1.984PLCO0A507

www.drradays.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 : 491 981856 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 8 of 10 / Cp. 8 3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
[poayxr: Moykann®, TabaeTku, NOKPHITHIE IUIEHOYHO#H 060,104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepus Ne § V2500396 O6nem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002851820 Date of Analysis / - 21.03.2025

AHaTuTHYECKM# oTyeT No Jlara ananmnza

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa npou3zBoacTBa I'ogen mo

Mfg. License No. / MA number: /

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

Jnuensust Ne

Analysis performed according ND: / Anasu3 nposeaen no HJI: JITI-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.

[Tpumeuanue: CcblnkY B HOPMAaTHBHON IOKyMeHTalMy npuBejeHbl Ha '@ PO XIV.

* [1IpoBOANTCS MPOU3BOAMTENEM ITPU BBINYCKE MEPUOJMUECKH: s Kaxaol 20-olf cepun UM He MeHee 1 pa3a B
rof. [Tokazartens MOXeT ObITh HE BKJIIOUEH B CEpTUHUKAT aHANNH3a QUPMBIL.

API name / Haumenoanue ADC:

Ibuprofen / U6ynpoden

Paracetamol / I[Tapaueramon

INN / MHH:

Ibuprofen / U6ynpocden

Paracetamol / [Tapaueramon

API manufacturer batch number /

PIBM240216, PIBM240221 APAP/24081243
Howmep cepun npouzsoautens APC:
FP Manufacturer API Batch number /
Homep cepun cy0cTaHIIHH MPOH3BOIHTEIS FERA00730, FERA00741 FERA00703

I'JId:

API Manufactured by & country /
IIpouseoaurtens ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa 9xTuB
®apma Caiiencus Jlumuren,
Wunus

Granules India Limited, India /
I'panynec Munus Jlumurten, Unnus

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanue: [Ipogykt cootBercTByeT TpeboBaHusam HJ{

3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroBneno: Rama kant IIpoeepeno: Santosh Kumar /Onmobpeno: Menenmxep /
Ubd\ Maurya §m Pykosoaurens: Amit Kumar
gt ) P
Reprint Date: ‘ Reprint Date: Reprint Date: |
Hara: 21.03.2025 Hara: 21.03.2025 Jara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India
Tel: 91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195APLY84PLCO04507
www.diraaays.com




& ‘. 8 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 931CG5 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 9 of 10 / Cp. 9 u3 10

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

Ipoaykr: Hoykaun®, TabaeTkn, NOKPbITHIE MIIEHOYHO#H 0601049K0ii, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne ¥ V2500596 O6bem cepun " 800000.0 Tab

Analytical Repo‘}‘t No/ - 040002851820 Date of Analysis / - 91.03.2025

AHannTH4YecKHui oTuer Ne Harta ananinsa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

Hara npousBoacTBa TI'ogen oo

Mfg. License No. / MA number: /

IIpou3BoACTBEHHAA : MNB/05/263 ) i JIII-Ne(003654)-(PT"-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND: / Anann3 npogenen no 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) /

HaumeHoBanue, agpec, JdLeH3Hs AJIA H-p Pennu’c Jlabopatopuc JIta., Munus, ITpousBoacTBeHHOE
IIpounzBoacreennas nuomanka / Ilnomanka nioapaszaenenne-6, Bunn, Kxons, Hanarapx Poya, bannu, Juctpukr
KoHTpo s KavecTBa / Ilnomagka BeImycKa Comnan, X.I1., 173205, Unnus (munensus Homep 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 dossicr of thc importing country. Production, packaging and tcsting rccords arc verificd and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akJ/il0ueHue 0 COOTBeTCTBHH: «HacTosAmMM s MOATBEPXKIa0, YTO NMPHUBEINCHHAs Bbllle WHPOPMALHS ABIAETCA
JIOCTOBEPHO# M TOYHOH. DTa cepus NMPOAYKUMU NpousBeleHa (BKIJOYas yNaKoBKY (MapKHUpPOBKY) M KOHTPOJb
KauecTBa) Ha BBIIIEYKAa3aHHOW NPOU3BOACTBEHHON TIUIOMAAKe (MJIOUIagKax) B IIOJIHOM COOTBETCTBHH C
TpeGoBanusamu [IpaBUn Hajyexalei NPOU3BOJCTBEHHON MpakTUku EBpasuiickoro skoHoMHYeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16psa 2022) u TpeOOBaHUAMH KOHTPOJIS KAUECTBa JIEKAPCTBEHHEBIX CPENICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: [TpoayKT cooTBeTcTBYET TpeboBanuam HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotopneno: Rama kant ITpoBepeno: Santosh Kumar /Ono6peno: Menemxep /

Maurya & PykoBogutens: Amit Kan}ar

T _|I . -

Reprint Date: ! Reprint Date: Reprint Date: (I
Hara: 21.03.2025 Harta: 21.03.2025 Hara: 21.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCONA507
www.diredays.com



Dr.Reddy’s ".

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel: +51 33iG5 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page 10 of 10/ Ctp. 10 u3 10

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

Hpoaykr: Hoykaun®, Ta6JeTKH, NIOKPLITHIE JIEHO4HOi 060104Koii, 400 Mr + 325 mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne N0 O0bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002851820 Date of Analysis / - 91.03.2025

AHaJUTHYeCKHH oT4eT No JlaTa ananau3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JlaTta npou3BOACTBA I'ogen no

Mfg. License No. / .

IpouseoncTeennan . MNB/05/263 i mmbery . JIT-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anaan3 npoeened mo HJI: JIII-Ne(003654)-(PI™-RU)-101123

d TaKiXXC B COOTBCTCTBHH CO CHCU,I/I(l)I/IKaLH/IﬂMI/I, CoACpXKallUMHUCA B PErUCTPAllMOHHOM AOCHE CTpaHbI-UMIIOpPTEpAa.
3arricu no MpPON3BOJCTBY, YIIAKOBKE U aHAJIN3Y NMPOBCPEHB], H YCTAHOBJICHO HX COOTBETCTBUE TpeGOBaHI/lﬂM HpaBnn
Hajanexaiiek ﬂpOH3BO,IICTB€HHOﬁ NPpaKTUKH EBpaSHﬁCKOFO JKOHOMHUUYECCKOI'O COrO3a».

Remarks : The Product conforms to ND/

Ilpumeuanue: ITpoaykt cooTseTcTBYET TpeboBaHnusM HJI

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by / Checked by /
[Toarorosne”o: Rama kant

Maurya

[TpoBepeno: Santosh Kumar
@ PykoBoautens: Amit Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

-

Bt

Reprint Date:
Hara: 21.03.2025

Reprint Date:
Hara: 21.03.2025

Reprint Date: !

Jara: 21.03.2025
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