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 AHAJIM3A

Page 1 of 10/ Cp. 1 u3 10

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

Mpoayxr: U6ykann®, Ta6ieTku, NOKPITHIE NJIEHOUHOH 060104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / : Batch Quantity / . 800000.0 tab /

Cepus No § 2500213 Ob6bem cepun " 800000.0 Tab

Analytical Repourt No / - 040002809505 Date of Analysis / . 93.02.2025
AHaJIHTHYECKHH oTUeT No JlaTa aHajm3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JlaTa mpou3BoacTBa I'ogen go

Mfg. License No. / MA number: /

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

auneH3nd Neo

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

Ne [Test / IlokazaTenn Results/ PesyabTaThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |OnucaHue one-side scored tablets; white core at | scored tablets; white or off-white core at the

the cross-section. / TabneTku

Ha MOTEPEYHOM pazpese — Sapo
Oesoro 1Bera.

cross-section. / TabneTKH KancyJoBUAHOM

KarncyJoBHAHON GOpPMBI, MOKPHITEIE | GOPMBIL, TOKPHITHIE MIEHOUHOH 000104UKOMH
TIEHOYHOU 000JI0UKOif OpaHKEBOTO | OPaHXKEBOTO LIBETA, C PUCKOH HA OHOM CTOPOHE;
IBETa, C PUCKO} Ha OHOM CTOpPOHE; |Ha MONmepeyHoM paspese — aapo 6enoro uiu

o4ty Oenoro uBera.

Remarks : The Product conforms to ND/
ITpumeuanue: I Ipoaykt coorBercTBYeT TpeboBanusam HJL

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive

[loaroroBneno: Rama Kant [TpoBepeHo: Santosh Kumar /Ono6peHo: Menemxkep /

@A OJ/' Maurya @ PykoBOJUTE B! A,{n:/it Kumar

Reprint Date: Reprint Date:
Hara: 26.02.2025 JHara: 26.02.2025

Reprint Date: !

JaTa: 26.02.2025

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@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 2 of 10 / Ctp. 2 u3 10

Product : Tbuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, Ta6ieTkH, NOKPLITHIE INIEHOUHON 060/04K0ii, 400 MT + 325 mMr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne $ V2500213 O6beM cepun " 800000.0 Tab

Analytical Repo‘}‘t No/ - 040002809505 Date of Analysis / . 93.02.2025

AHaTUTHYECKHI oTUeT Ne JlaTa aHanuza

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

Jara npousBoacTBa Tonex no

Mfg. License No. / MA number: /

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

JHueH3ns Ne .

Analysis performed according ND: / Auanu3 nposenen mo HJ/I: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification /
INopyinHHOCTBH

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 ynepXHBaHUS OCHOBHBIX IIHKOB Ha
XpOMAaTOrpaMMe UCIIBITYEMOTO PaCTBOPA JOJKHEI
COOTBETCTBOBATh BpEeMEHaM YAEP)KHUBAHUS ITMKOB
Ha XpoMarorpaMMe pacTBOpa CTaHJApTHBIX
o0pasuoB ubynpodeHa u napaleramona (pazaen
«KonuuecTBeHHOE ONPEAEIICHUE)

3 |Average tablets weight /
Cpennsas macca TabneToK

972.8 mg/ 972.8 Mr

940.9 mg to 999.1 mg
(970.0 mg + 3.0 %) /
Or 940,9 MI bi o) 999,1 MT

(970,0 mr + 3,0 %)

4 |Disintegration /
PacnapaemocTth

05 min 18 sec /05 muH 18 cex

Not more than 30 min /
He 6onee 30 mun

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

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
[Moarorosneno: Rama Kant

Qe

Checked by /

Maurya

[Tpoepeno: Santosh Kumar

Approved by: Manager/Executive
/Omobpeno: Menemxep /
Pykosoautenb: AmitKumar

A=

Ui \

Reprint Date:
Jara: 26.02.2025

Reprint Date:
Hata: 26.02.2025

Reprint Date:
Jara: 26.02.2025

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@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




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

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

l...
@

Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 3 of 10/ CTp.3 m3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykanu®, TabeTku, NOKPLITHIE NJIEHOUHOH 060.10uK0i, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / : Batch Quantity / - 800000.0 tab /

Cepust No h V2500213 O6bem cepun " 800000.0 Tab

Analytical Repo:’t No/ - 040002809505 Date of Analysis / . 23.02.2025

AHaJauTHYecKHii oTyeT No Jara anasn3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JlaTa npou3BOACTBA I'ogen no

Mfg. License No. / MA ber: /

TIpousBoACTBeHHAS - MNB/05/263 numoer: . JITI-Ne(003654)-(PT-RU)
Homep PY

Junensus Ne

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

5 |Dissolution / Not less than 70% (Q) of Ci3H1s0> (ibuprofen)
PacrBopenue after 30 min/
100 % to 103 % He menee 70 % (Q) Ci3His02 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO; (paracetamol)
99 % to 102 % ?Ifter 20 min | 0

e Menee 70 % (Q) CsHoNO; (nmapauneramon)
yepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: [Ipoaykr coorsercTBYET TpeboBanusam HJI 3axnouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

[Toarorosneno: Rama Kant IIpoBepeHo: Samtosh Kumar /Ono6peno: Menemxkep /

@”\“d‘ Maurya %\_ PykoBogurens: Amit Kumar

o T e

Reprint Date: Reprint Date: Reprint Date:

Hara: 26.02.2025 Hara: 26.02.2025 Hara: 26.02.2025

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@drreddys.com
CIN: L85195AP1984PLCO04507
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
CEPTUO®HUKAT AHAJIU3A

Page 4 of 10 / C1p. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: H6ykinu®, Ta6neTkH, NOKpPBITbIE IUIEHOYHOH 060104Ko0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne 42500213 O6nem cepun " 800000.0 Tab

Analytical Report No / - 040002809505 Date of Analysis / - 23.02.2025

AHanuTu4ecknii oruetr No JaTa anannza

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JlaTa npou3BoACTBa I'onen g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHAas : MNB/05/263 n ) 1 JITI-Ne(003654)-(PI'-RU)
Homep PY

auneH3us Ne

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

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PojacTBeHHBIe IPHMeECH than 0.005% /
Method 1/ Merton 1 4-amuHOpeHON (MpHUMeEch IapaleTraMmosia) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.03% paracetamol) - not more than 0.3% /
Jiobas equnuyHas npumecs (MOynmpodeHa wiH
napaneramodna) e 6onee 0,3 %
o Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceit (Meron 1 + Meroxn
2) He 6oee 0,7 %
7 |Water / Bona 1.4% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuyanue: [Tpoaykt cooTBercTBYeT TpeboBanusm HJI

Opinion : APPROVED
3axawouenne: OJOBPEHO

Prepared by /
IToaroroBneno: Rama Kant

S

Checked by /
[TpoepeHo: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyKOBO,I[I/ITeHLI;\AITlﬁ' Kumar

| N~

Reprint Date:
Hara: 26.02.2025

Maurya @/
Reprint Date:

Jara: 26.02.2025

Reprint Date: !
Jarta: 26.02.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




q.o Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, K.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 5 of 10/ Ctp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: U6ykann®, Ta6eTKH, TOKPHITbIE IVIEHOYHOI 060s104K0ii, 400 Mr + 325 mMr

Market / Poinox :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne + V2500213 O0bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002809505 Date of Analysis / . 93.02.2025

AHaTUTHYECKUIH oTYeT No JlaTa anHaam3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

JaTa npon3BoacCTBa T'open no

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Auanu3 npoBeaen mo HJI: JIIT-Ne(003654)-(PI"-RU)-101123

8 |Uniformity of dosage
units /
OJHOPOIHOCTh Acceptance value (AV) should be not more than
JIO3UPOBAHUS 1.7 15.0 /Tlokasarens mpuemieMocTd (AV) noken
- ibuprofen / ubynpoden 6bITh He Oonee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 1.0 15.0 /Iloka3aress npuemneMocT (AV) n0JDKeH
napaueTamon 6bI1Th He Oosee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeGoBaHusaM HJI 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarotoeneno: Rama Kant [TpoBepeHo: Santosh Kumar /Onobpeno: Menemxkep /
Maurya PykoBoautens: Amit Kumar
W % N~
Reprint Date: Reprint Date: Reprint Date: !
Hara: 26.02.2025 Hara: 26.02.2025 Hara: 26.02.2025

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@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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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
CEPTUOHKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Hoykann®, TaéneTkn, NoKpsITHIE IIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / : Batch Quantity / _ 800000.0 tab /

Cepus Ne 5 V2500213 O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002809505 Date of Analysis / . 23.02.2025
AHaJuTHYeCKUil oTHeT No JarTa aHanu3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTa npousBoacTBa I'onen oo

Mifg. License No. / MA number: /

IIpoun3BoacTBeHHAasI : MNB/05/263 Homep PY ¢ JIII-Ne(003654)-(PI'-RU)

JuueHsnsg Ne

Analysis performed according ND

: / Anasnus nposeaen nmo HJT: JITI-Ne(003654)-(PT'-RU)-101123

9 |Microbiological purity* /
MuxkpobnoJiornieckast
yucTroTa*

a) Total aerobic microbial
count / Ob1ee yucio
a’poOHEBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts
and mould count / Ob1iee
YHCIIO IPOXIKEBBIX U
IUIECHEBBIX rPUOOB

¢) E. coli

NA

NA

NA

1r

Shall be absent

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

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

in lg / OrtcyrctBue B

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusm HJ|

Opinion : APPROVED
3akaouenue: OJOBPEHO

Prepared by /
[Toarotosneno: Rama Kant

et

Checked by /

Maurya

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PyxoBoautens: Amif Kumar

[N
|

Reprint Date:
Jara: 26.02.2025

Reprint Date:
Hara: 26.02.2025

Reprint Date:
Jlata: 26.02.2025

-

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJINR3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: M6yknnu®, TabeTku, NOKPBITHIE IJIEHOYHOH 060104K0il, 400 mr + 325 mMr

Market / Peinok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne £ V2500213 O0bem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002809505 Date of Analysis / . 93.02.2025

AHaIuTHYeCKHH oT4yeT Ne JlaTa aHaju3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTa npou3BoacTBa T'onen no

Mifg. License No. / MA number: /

IIpou3BoOACTBEeHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PT"-RU)
Howmep PY

Junenzus Ne

Analysis performed according ND: / Ananu3 npoesnen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

10
onpeaeneHue

Assay / KoauuecTBeHHOE

408.6 mg / 408.6 mr

326.24 mg /326.24 mr

360.0 to 440.0 mg of Ci3H30: (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr Ci3H 1302 (Gynpoden) B
TabneTke

292.5 to 357.5 mg of CsHgNO; (paracetamol) per
tablet /

Ot 292,5 mr 10 357,5 mr CsHoNO, (napaueramon)
B TabJieTKe

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerok
B [IBX/Al 6nucrep. ITo 1 6mucrepy
B MNayky KapTOHHYIO BMECTE C
HUHCTPYKLMEH 110 PUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / [lo 10
tabnerok B IIBX/Al 6mucrep. Ilo 1, 2 unu 20
6nMcTepoB B TayKy KapTOHHYIO BMecTe C
UHCTPYKUHEH 10 PUMEHEHHUIO,

12 | Labeling / MapxupoBka |According to ND. / B cootsetcTBHu ¢ HJI,
13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHnne IIpu TeMnepartype He Bblle 25 °C.
14 | Shelf life / Cpok 5 years /5 net
FOJIHOCTH

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

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3ax/nouenne: OJJOBPEHO

Prepared by /

IlonrorosieHo: Rama Kant

Byt

Checked by /

Maurya

ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PyKOBOﬂHTCHL;@‘UIiP};{_UlnaI‘

| —~

Reprint Date: i

JHara: 26.02.2025

Reprint Date:
Jara: 26.02.2025

L
Reprint Date: !
Jara: 26.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com

CIN: L85195AP1984PLCO04507

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
CEPTUOUKAT AHAJIM3A

Page 8 of 10 / Cp. 8 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6yknun®, TabaeTKH, NOKPLITLIE MJIEHOYHOH 060.104Koi, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepusi Ne # V2500213 O6bem cepun " 800000.0 Tab

Analytical Repovrt No / . 040002809505 Date of Analysis / . 23.02.2025

AHaauTu4ecKui oTyeT Ne HaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029

Jarta npou3BoJcTBa Togen 10

Mfg. License No. / MA number: /

IIpousBoacTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Anann3 nposeaen 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.

Ipumeuanue: CchUIKM B HOPMATUBHON JOKyMEHTalMK NipuBesieHsl Ha 'O PO XIV.

* TIpoBOHUTCS TPOU3BOAUTENEM TIPH BBITYCKe MEPUOAMUECKH: AJIsl kakaoit 20-oi cepyu Unu He MeHee 1 pasa B
roj. [TokazaTens MoxkeT ObITh He BKJIIOUEH B cepTUHKAT aHaU3a QHUPMBI.

API name / Hanmenosanue A®C:

Ibuprofen / UbynpodeH

Paracetamol / [Tapaueramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [Jlapaueramon

API manufacturer batch number /

PIBM240210, PIBM240211 0545/24-25
Homep cepun npouspoautensas ADC:
FP Manufacturer API Batch number /
FERAO00681,FERA00682 FERAO00533

Homep cepuu cy0cTaHIUH NPOU3IBOAUTEIA
IJId:

API Manufactured by & country /
IIpousBoauTtens AD®C, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa Oxtus
®apma Caiiencus Jlumures,
Uunus

Sri Krishna Pharmaceuticals
Limited, India / HIpu Kpuuna
®apmacerotukanc Jlumuren,
WUnaus

Remarks : The Product conforms to ND/

Ipumeuanue: [TpoaykTt coorBeTcTBYeT TpeboraHusaM HJ{

Opinion : APPROVED
3axuouenne: OJOBPEHO

Prepared by /
IToarotosneno: Rama Kant

dpd

_Checked by /
[IpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive

/Ono6peno: Menemxep /

PykoBoaurens: AQillKllmaJ
..-/’.

T

Reprint Date:
JHarta: 26.02.2025

Reprint Date:
Hara: 26.02.2025

Reprint Date: |
Jlara: 26.02.2025

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@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

@
Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 9 of 10 / CTp. 9 u3 10

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

Hpoayxr: H6yknun®, Tab/eTKH, IOKPbIThIE NUIEHOYHOH 060.104K0ii, 400 Mr + 325 mr

Market / PriHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne # V2500213 O6bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002809505 Date of Analysis / . 93.02.2025

AHaJuTudeckuii oruer No JlaTa aHa/M3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JlaTa npou3BoacTBa I'onen o

Mfg. License No. / .

TIponsBoACTBeHHAs! : MNB/05/263 bl . JITI-Ne(003654)-(PT-RU)
Howmep PY

Junen3usi Ne

Analysis performed according ND: / Ananu3 nposesen mo HJI: 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) /

HaumeHoBaHHe, aapec, JJUNEH3HsI JJIs Ji-p Pennu’c Jlaboparopuc Jlta., Unnus, [Ipon3BoacTBEHHOE
[IpouzBoacTBeHHas miomagka / Ilaomanka noxpaszenenne-6, Bumi. Kxonp, Hanarapx Poya, baqau, Jluctpukt
KOHTPOJIsI KadecrBa / [Iomaaka BbINyCcKa Conan, X.I1., 173205, Unausa (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 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».

3aKI04eHHe 0 cOOTBeTCTBUH: «HacToAMM s HOATBEPXKAAIO, UTO NPUBEACHHAS Bbllle MHPOpPMALIUA ABJAECTCA
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKUMH MpoM3BeleHa (BKJIFOYAs yNakoBKY (MapKMpOBKY) H KOHTPOIb
KayecTBa) Ha BBIIIEYKa3aHHOW TNPOW3BOJCTBEHHOH Iulowanke (rulowagkax) B TIOJIHOM COOTBETCTBHU C
Tpe6GoBanuamu [paBui Hamexaweil MPOU3BOACTBEHHOW NPakTUKK EBpasuiickoro 5KOHOMHMYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents16ps 2022) u TpeboBaHUsIMU KOHTPOJIA Ka4eCTBa JIEKapCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmne: [poaykr coorBercTByeT Tpebosanusam HIT 3axmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Rama Kaél:[ [TpoBepeHo: Santosh Kumar /Opnobpeno: Menemxkep /
Maurya PykoBonutens: Amit Kumar
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Hara: 26.02.2025 Hata: 26.02.2025 Hara: 26.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
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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 AHAJIM3A
Page 10 of 10 / Crp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, Ta6/eTKH, HOKPBITHIE IVIEHOUHOH 0060/104K0ii, 400 Mr + 325 Mr
Market / PoiHoK :Russia / Poccust
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne $ V2500213 O06beM cepun * 800000.0 Tab
Analytical Report No/ - 040002809505 Date of Analysis / . 23.02.2025
AnajuTa4ecknii oryer No JlaTa aHajmn3a
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029
Jara npou3BoacTia T'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAA : MNB/05/263 ) : JITI-Ne(003654)-(PT"-RU)
Homep PY

auuenzust Ne
Analysis performed according ND: / Anaau3s nposegex no HJ: JIITI-Ne(003654)-(PT-RU)-101123

a TaKkKe B COOTBETCTBHU CO cneuuquaum{Mn, coJcpXalllUMHCsA B pErucTpalluOHHOM JI0ChC CTPpaHbBI-UMIIOPTCPA.
3anucu 1o MPOU3BOJCTBY, YIIAKOBKE U aHAJIN3y IPOBEPEHEI, U YCTAHOBJICHO HX COOTBCTCTBHC Tpe60BaHI/IﬂM HpaBpm
HaJexameH HpOI/ISBO,HCTBeHHOﬁ NPaKTUKH EBpa3HﬁCKOFO 3KOHOMHYECCKOI'0 COro3an.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmue: [1poaykT cootBeTcTBYeT TpeGoBanusaM HJ 3axmovenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[TogrotoBneno: Rama Kant ITpoBepeno: Santosh Kumar /Ono6peno: Menemxep /
Maurya @ PyxoBogutens: AmititKumar
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