Dr.Reddy’s Q:'.'-'

Di. Reddy's Laboratories itd.
Formulaticn Unit-6

Viil. Khol, Nalagarh Read, Bacidj,
Distt. Solan, H.P., 173 205, IN DA
Tel: +51 98166 56001-02

v drraddys com

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

Page 1 of 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
|[Hpoxykr: H6ykimn”, TabeTKH, TOKPHITHIE IVIEHOUHOH 060/104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccusg

Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne £ V2402644 O0beM cepiin " 800000.0 Tab
Analytical RepO}’t No/ - 040002755643 Date of Analysis / . 14.12.2024
AHanMTH4YecKHii oTueT Ne JlaTta aHann3a

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

Jata fipoH3BoAcTBa T'open oo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas : MNB/05/263 ) . JITI-Ne(003654)-(PT-RU)
. Homep PY

Jmnensns Ne o

Analysis performed according ND: / Ananu3s nposenen no HJL: JITI-Ne(003654)-(PIM-RU)-101123

Ne |Test / IlokazaTesb

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Onncanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarcyJOBUAHON GOPMBI, IOKPBITHIE
IJIEHOYHOH 0060J104K0H OpaHKEBOro
I[BETA, ¢ PUCKOI Ha OHOM CTOPOHE;
Ha MOMEPEYHOM paspese — AApo
Oejoro nBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabNeTKu KancyJI0BUIHOM
(bOpMBI, OKPHITHIE IIIEHOYHOH 000TOUKOH
OpaHKEeBOTO L(BETA, C PUCKOH Ha OJHOU CTOPOHE;
Ha IIOTIEPEYHOM paspese — AApo Oenoro uiu
noyTH 6e10ro LBETA.

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykt coorgercTByeT Tpedopanmnsm HJI

Opinion : APPROVED
3axaovyenue: OJJOGPEHO

Prepared by /

IMogrorosneHo: Santosh Kumar

Checked by /
[poeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Hara: 14.12.2024

Hara: 14.12.2024

Maurya PykoBoautens Amit Kumar
(@' C‘_L—— ra'&__,h.\/_\;:-"'
Reprint Date: Reprint Date: Reprint Date: |

Jara: 14.12.2024

, Fax #5140 43909 2699, Ermail: mail@drniaddys.com
CIN: L35195AP1I8S4PLCO04307

vy drreddys com



Dr.Reddy’s ‘_‘:".

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Naiagarh Road, Baddj
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drraddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxkr: U6ykaun®, Ta6aeTkn, NOKPLITHIE IJIEHOYHOI 060/10uK0ii, 400 Mr + 325 mr

Market / PeIHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust No + V2402644 O0bem cepuu " 800000.0 Tab

Analytical Report No/ - 040002755643 Date of Analysis / - 14.12.2024

Avandtudeckuii oTyer No JaTa ana;muza

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

JaTa 1npon3BOACTBA I'open o

Mfg. License No. / MA number: /

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

JHueH3Hs Ne - |

Analysis performed according ND: / Anann3s nposeges no HJIL: JIII-Nu(003654)-(PT-RU)-101123

2 |Identification /
ITogHHHOCTH

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 ynepXuBaHWs OCHOBHBIX IIMKOB Ha
XpoMaTorpaMMe UCTIBITYEMOTO PacTBOPA JOJKHEL
COOTBETCTBOBATH BpEMEHAM YAEPKUBAHUA [THKOB
HAa XpoMarorpaMMmMe pacTBopa CTaHAApPTHHIX
o6pastios ubynpodena v napaueramona (pasmen
«KonuuecTBEHHOE OTIPEACTIEHUE)

3 |Average tablets weight /

Cpennsas Macca Ta6j1eToK

970.3 mg/ 970.3 Mr

940.9 mg to 999.1
(970.0 mg £ 3.0 %) /
Ot 940,9 MI
(970,0 mr + 3,0 %)

mg

no 9991 ML

4 |Disintegration /
PacnagaeMocthb

05 min 18 sec / 05 muH 18 cex

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /

Maurya

[Toarorosneno: Santosh Kumar

Checked by /

.

[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive
/O pobpeno: Menemxep /
Pykopogurens Amit Kumar

e —

—

Reprint Date:
Jata: 14.12.2024

Reprint Date:
Jara: 14.12.2024

Reprint Date: J
Jara: 14.12.2024

Registerad Olfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tl =970 40 4500 2300, Fax: +51 40 4900 2999, Email: mail@drieddys.com
CIN: L8E155AP1SS4PLCO04S0T

www. direddys.com




Dr.Reddy’s ‘,’:‘.

Dr. Reddy's Laboratories 1td
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel : 491 98166 56001-02
wwwdrieddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 3 of 10/ Crp. 3 u3 10

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

Ipoaykr: U6ykaun®, TabeTKH, MOKPbITHIE IIeHOYHOH 000/109K0ii, 400 Mr + 325 Mr
Yy p

aunensus Ne

Market / Puinok :Russia / Poccus

Batch No / : Batch Quantity / ~ 800000.0 tab /

Cepusi Ne V2402644 O0bem cepuu " 800000.0 Tab ]
Analytical Report No / . 040002755643 Date of Analysis / . 14.12.2024

AHauTHYeCKHI oT4eT No Jata ananuza

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

Jata npon3BoacTBa I'opex xo

Mfg. License No. / MA number: /

[Ipon3BoacTeenHas : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT'-RU)

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

5 |Dissolution /

PacTrBOpenne
104 % to 108%

102 % to 107%

Not less than 70% (Q) of Ci3sHs02 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H; 50, (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO: (mapaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
Ipumeuyanue: [IpoaykTt cooTBeTcTBYET TpeboBaHuAM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /

Maurya @_ f _

[Toarorosieno: Santosh Kumar | [IposepeHo: Pardeep Kumar /Ono6peHo: Menemxep /

Approved by: Manager/Executive

PykopoguTens Amit Kumar

Reprint Date: Reprint Date:
Hara: 14.12.2024 Hara: 14.12.2024

Reprint Date: |
Hara: 14.12.2024

Reristerad Difice: A-7-337 Rnad Nn 3 Ranjara Hills, Byderahad - 500024, Talangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4309 2999, Emoil: mail@drreddys.com
CIN: LE51S5AP1984PLCO04E07
wywiw.drreddys.com




Dr.Reddy’s ":'

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

Vill. Khol, Nalagarh Road, Baridi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 93165 56001-02

wwwy drreddys com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 4 of 10/ Cp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: H6ykaun®, Ta6neTku, NOKPHITHIE MJIeHOYHOH 060104K0#H, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusi N § V2402644 O6beM cepui " 800000.0 Tab

Analytical Repourt No/ - 040002755643 Date of Analysis / . 14.12.2024

AHanuTH4Yeckuii oTyeT No JlaTa amajnza

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

JlaTa npoH3BOACTBA T'onen no

Mfg. License No. / MA number: /

Ilpou3BoacTBeHHAA : MNB/05/263 ) . JII-Ne(003654)-(PI'-RU)
Howmep PY

aunen3us Ne

Analysis performed according ND

: / Anann3 nposenen nmo HJI: .JIH-NQEOO3654)-(P[‘ -RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIEe IPHMECH than 0.005% /
Method 1/ Merton 1 4-amuHOGeHON (MpUMech MapaneTraMosia) He
6onee 0,005 %
Method 2 / Metog 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /
Jro6ast eauuEMuHas npuMech (MOympodeHa HIH
napaueramona) He 6oinee 0,3 %
0.03% Total i e
otal impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1 + Meron
2) ue 6osee 0,7 %
7 |Water / Boaa 1.3% Not more than 5.0% /
He 60siee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IMTogroTosneno: Santosh Kumar

Maurya @'}

o~ e

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoaurens AmitLKumar

g -

—

Reprint Date:
Jara: 14.12.2024

Reprint Date:

Jara: 14.12.2024

-

Reprint Date: 7
JaTa: 14.12.2024

Registered Officn: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tol 221 40 4800 2900, Fax: +81 40 4900 2399, Email: mail@drreddys.com

CIiN: LS5195AP1984PLCO0450
www. drreddys com

¥




Dr.Reddy’s €3¢

Or Reddy's Laboratories i
Forinulation Linit-6

Viil. iKhol, Nalagarh Read, Bacizlj,
Distt, Solan, H.P., 173 205, INDIA

fel:+91 93166 56001-02
AT S=aalips So Y i

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 5 of 10/ Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: H6ykaun®, Ta6JeTKH, NOKpPLITHIE TIEHOYHOH 060104K0H, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepust Ne ¥ V2402644 Obbem cepun " 800000.0 Tab |
Analytical RepOft No/ - 040002755643 Date of Analysis / - 14.12.2024

AHaJHTHYECKHIT oT4yeT No JlaTa aHaH3a

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

JlaTa rIpon3BoACTBa Toaen 10

Mfg. License No. / MA number: /

ITpon3BoacTBeHHas1 : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT'-RU)

JauueH3ns Ne

Analysis performed according ND: / Ananu3 nposexen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OnHoOpoaHOCTH
JIO3HPOBAHHUS

- ibuprofen / ubynpoden

- paracetamol /
napaneTamolt

1.8

Acceptance value (AV) should be not more than
15.0 /llokazaTtens npuemaeMocT (AV) nojpkeH
ObITh He Ooee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemiaeMocTy (AV) qoinkeH

OBITE He Oouee 15,0

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykt coorsercTByeT TpeboBanusam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

Maurya

IMoarorosneno: Santosh Kumar
{_.ﬁ

Checked by /
[IpoBepeno: Pardeep Kumar

(

o

Approved by: Manager/Executive
/Opobpeno: Menemxep /
PykoBoautens Amit Kumar

,'P\.p--'f‘ C"’"',/-

Reprint Date:
Hara: 14.12.2024

Reprint Date:
Hara: 14.12.2024

Reprint Date:
Jara: 14.12.2024




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDI/’\
Tel 1 +91 98166 56001-02

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AH

AJTU3A

Page 6 of 10/ Ctp. 6 u3 10

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

Mpoaykr: U6ykaun®, TabieTkH, NOKPbITHIC IJIEHOYHOR 060.104K0ii, 400 Mr + 325 mr

Market / Peinok :Russia / Poccusd

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus1 Ne § V2402614 O6beM cepun " 800000.0 Tab

Analytical Repo‘f't No/ - 040002755643 Date of Analysis / . 14.12.2024

AxaguTHYecKHii oTyer Ne Jlata aHan3a

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

JlaTa npoH3BOACTBA I'oneH 10

Mfg. License No. / MA number: /

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

JnneH3uss Ne |

Analysis performed according ND

: / Ananus nposenen no HJL: JII-Ne(003654)-(PT-RU)-101123

9

Microbiological purity* /
Mukpo6noJoruyecKas
qyucToTa*

a) Total aerobic microbial
count / O611ee 4ucI0
aspoOHbIX
MHKPOOPraHH3MOB

b) Total combined yeasts
and mould count / O61uee
YUCJIO IPOXKKEBBIX U
IUIECHEBBIX rpuboB

c) E. coli

NA

NA

NA

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

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

Shall be absent in 1lg / OTtcyrctBue B
Ir

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt cootBeTcTBYeT TpeboBanusaM HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jlara: 14.12.2024

Prepared by / Checked by / Approved by: Manager/Executive
IMomrorosneno: Santosh Kumar | [IpoBepeHo: Pardeep Kumar /Ono6peno: Menemxep /
M .

aurya @_ [ ] PyKOBOI[I/ITeJHT Af,ut Kqumar
Reprint Date: Reprint Date: Reprint Date: |

JlaTta: 14.12.2024

Hara: 14.12.2024

Registerad O

P A-7-337 Boad M 3 Ranjars Hills Hyderanad - §00034, Talangana, India

CIN: LSE
wwwvdrieddys.com

=00 20 4CC0 2800, Fase =01 40 4900 2209, Email: mail@drreddys.com
54P1984PLCO04E07



Dr.Reddy’s Q}.'.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Bacldj,
Disti. Soian, H.P,, 173 205, IND|A
Tel . +91 93166 56001-02
www.drreddvs.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: U6yknun®, Tab1eTkn, NOKPLITHIE NJIEHOYHOH 0607104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepnst No h V2402644 O6beM cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002755643 Date of Analysis / . 14.12.2024

AHaJUTHYeCKHIT oTueT Ne JaTta aHaiu3a

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

JlaTta npoH3BOACTBa I'onen oo

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND

: / Ananus nposeaen mo H/: JITT-Ne(003654)-(PI'-RU)-101123

10

Assay / KonnyecTBeHHOE
ompeaesieHUe

408.9 mg / 408.9 mr

329.52 mg /329.52mr

360.0 to 440.0 mg of Cy13H130: (ibuprofen) per
tablet /

Ot 360,0 mr go 440,0 mr Cy3H1302 (uBynpoden) B
TabneTke

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

Ot 292,5 mr o 357,5 mr CgHyNO» (mapavueTramon)
B TabaeTke

11

Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 tabneTok
B [IBX/Al 6muctep. I1o 1 6nuctepy
B Dayky KapTOHHYIO BMECTE C
WHCTPYKIUEH IO TPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerox B [IBX/Al 6nucrep. Ilo 1, 2 umm 20
6JIMCTEpOB B MMayKy KapTOHHYIO BMeECTe C
HHCTPYKIMEH MO MPUMEHEHHIO.

12 | Labeling / Mapkuposka |According to ND. / B coorsercteuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne ITpu Temneparype He Bblwe 25 °C.
14 | Shelf life / Cpox 5 years / 5 ner
TOAHOCTH

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

Remarks : The Product conforms to ND/
Ipumeuyanue: Ilpoaykrt coorBercTByeT TpeboBanusam HJL

Opinion : APPROVED
3akmiouenue: OJOBPEHO

Prepared by / Checked by /
[Toarotosneno: Santosh Kumar | IIpoeepeno: Pardeep Kumar
Maurya f

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykxoBonutens Amit Kuma

k=
;!& Ll

Reprint Date:
Hara: 14.12.2024

Reprint Date:

Hara: 14.12.2024

Reprint Date: ' -
Hara: 14.12.2024

Registerad Jilicer 8-2-237, Road No, 3, Banjara Hills, Hyderabad - 50C034, Telangana, India

Pl sy 4ot 2900, bax:

L
CIN: LGE
wyawdrreddys.com

AU ASLY 2499Y, cmail: malt@drreddys.com
S5AP1SS4PLCC04E07




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd
Formutation Unit-6

Viil. Khol, Nalagarh Road, Badidj,

Distt. Solan, H.P.,, 173 205, IND|A

Tal : +51 98166 56C01-02

wwwr drradcdys com
;

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: M6ykaun®, Ta6/IeTKH, NOKPLITHIE IJIEHOYHOH 0605104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / ; Batch Quantity / ~ 800000.0 tab /

Cepug No V2402644 O6nbem cepun ' 800000.0 Tab

Analytical Repo:‘t No/ . 040002755643 Date of Analysis / . 14.12.2024

AHaJIUTHYeCKHH oTueT Ne JlaTa aHanu3a

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

JlaTa npoM3BOJACTBa T'open go

Mfg. License No. / MA number: /

IIpon3BoacTBEeHHAS : MNB/05/263 ) . JITE-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananuz nposeaes mo 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.
[Tpumeuanue: CChUIKH B HOPMaTHBHOM JOKYMEHTalMK MpuBeeHbl Ha 'O PO XIV.

* TTpoBOIMTCS NPOU3BOAMTENIEM NPH BhIYCKe MEPHOAUYECKH: IS Kaxaoi 20-o# cepuu Ui He MeHee 1 pa3a B
roz. IlokasaTens MOXeT GbITh HE BKIIIOYEH B cepTU(HIKAT aHanu3a GUpMBI.

API name / Haumenosanue A®C:

Ibuprofen / U6ynpodeH

Paracetamol / ITapanieramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [lapanetamon

API manufacturer batch number /
Howmep cepun npoussoautenss APC:

PIBM240152, PIBM240170

APAP/24091293, APAP/24040591

FP Manufacturer API Batch number /
Homep cepun cyGeTaHIMH POH3BOAHTENS
rJid:

FERAO00561, FERA00560

FERAO00538, FERA00433

API Manufactured by & country /
IIpouszBoautenn ADC, ctpaHa:

Name, address, authorization No for FP

Solara Active Pharma Sciences
Limited, India / Conapa 2xTuB
®apma CaiieHcns Jlumuren,
Hunus

Dr. Reddy's Laboratories Ltd.,

Granules India Limited, India /
['panynec Unnus Jlumuren, Mnans

India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

Ipumeuanue: IIpoaykt coorBercTByeT Tpebosanusam HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IToarorosnen”o: Santosh Kumar

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /

Maurya @/ r PykoBoautens Amit Kumar
o —— N3 s

Reprint Date: Reprint Date: Reprint Date: ¢

Jlara: 14.12.2024 Hara: 14.12.2024 Jara: 14.12.2024

2l #2140 4500 29

C =01 40 49060 2299, Emiail: mail@drie
195 AP1984PLCO04AECT
www.drreddys.com

CIn: L

red Ofvicer 3-2-327, Road No 3, Banjara Hills, Hyderabad - 5000324, Telangana, Ingia
GO 2900, Fax

ddys.com




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

@
Dr. Reddy’s ‘.... Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel ;491 98165 56001-02

v Gireddys.con

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Page 9 of 10/ Cp. 9 u3 10

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

Hponykr: H6yknun®, Ta6ieTKH, IOKPBITHIE IUIEHOUHO# 060104K0i, 400 Mr + 325 Mr

Market / PuiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusi Ne N O6nem cepuu " 800000.0 Tab

Analytical Report No/ - 040002755643 Date of Analysis / . 14.12.2024

AHanMTHYecKHIi oT4eT No JlaTta aHaqu3a

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

JlaTa NpoH3BOACTBA I'open o0

Mfg. License No. / MA number: /

IIpon3BoacTBEeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Howmep PY

JIHIeH3usA Ne - ]

Analysis performed according ND: / Anamu3s nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

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

HaumenoBaHue, agpec, MTHHeH3US 115 H-p Pennu’c Jlaboparopuc JIta., Uunus, [IpoussoacTBeHHOE
IIpouszBoacTBenHas niomaaka / Ilnomanka nozapasnenenue-6, Bumi. Kxons, Hanarapx Poyn, banau, J{HCTpUKT
KOHTpoJis KavecTBa / Hnomaaka BelycKa Conan, X.I1., 173205, Uunus (muuensus 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».

3akai04eHHe 0 COOTBETCTBHH: «HacTosAMUM s OATBEPXKAA0, YTO MPUBEJCHHAs BbIE HHQOpPMaLUA ABJIAETCA
JIOCTOBEPHOM M TOYHOH. DTa cepusi MPOAYKLMH NMpoHu3BeneHa (BKIIOYas yMaKoBKY (MapKHpPOBKY) M KOHTPOJIb
KayecTBa) Ha BBINIEYKAa3aHHON NPOU3BOJCTBEHHON IUoaaKe (MIIOMAAKax) B IOJHOM COOTBETCTBUH C
Tpe6oBanusamMu IIpaBun Hamexaiei MpOU3BOACTBECHHOM MpakTHKU EBpasuiickoro sxoHoMuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) v Tpe60BaHUAMHU KOHTPOJIsi Ka4ueCcTBa JIGKAPCTBECHHBIX CPEJICTB,
a TaKXke B COOTBETCTBUM CO crieUUUKaLUAMH, COACPKALIMMHUCA B PETMCTPALIMOHHOM JIOChE CTPaHbI-UMMOpPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Ipoaykr cootBercTByeT TpeboBanusim H]| 3axmouenne: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarotosneno: Santosh Kumar | [Tposepeno: Pardeep Kumar /Onobpeno: Menemxep /
Maurya . Pykoogutens Amit Kumar

@ A -
Reprint Date: Reprint Date: Reprint Date: |\
Hata: 14.12.2024 Hata: 14.12.2024 Hata: 14.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Byderabad - 500024, Telaneana. India

Tel: +Q1 40 4900 2500, Foe: +91 40 4200 2929, Email: mail@drreddys.com
CIN: LSE1958P1984PLCO04507
wywiw.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 10 of 10/ CTp. 10 n3 10

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

Hpoaykr: M6ykaun®, Ta6eTKH, MOKPBITHIE IJIEHOYHOi 000J104K0i, 400 Mr + 325 mMr

Market / PoiHok :Russia / Poccust

Batch No / : Batch Quantity / ~ 800000.0 tab /

Cepus Ne ¥ V2402054 O6neM cepun " 800000.0 Tab

Analytical Repourt No / . 040002755643 Date of Analysis / . 14.12.2024

AHaJUTHYeCKHii oTueT No Jara aHajusa

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

JlaTa 1Ipou3BOACTBA Togen ngo

Mfg. License No. / MA number: /

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

JnneH3usa Ne -

Analysis performed according ND: / Ananu3 nposened mo HJ: JIII-Ne(003654)-(PT-RU)-101123

3anucu no MMPOHU3BOJACTBY, YITAKOBKE K aHAJIU3Y MPOBCPEHEIL, U YCTAHOBJICHO UX COOTBCTCTBHEC TpC6OBaHI/IHM HpaBI/IJ'[
Hajanexatei l'lpOI/I3BO)1CTBeHHOI71 NpaKTHKHU EBpa3HﬁCKOFO SKOHOMHYECCKOI'0 COrO3an.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [poaykt coorBercTBYeT TpeboBanusm HJT 3axmouenne: OJJOBPEHO

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

IToarotosneno: Santosh Kumar | [posepeno: Pardeep Kumar /Onobpeno: Menemxep /

Maurya ) Pykosoautens Amit Kumar
@3— ¢‘::,,L— I\ oA =

Reprint Date: Reprint Date: Reprint Date: V

Hata: 14.12.2024 Hata: 14.12.2024 Hara: 14.12.2024




