Dr.Reddy’s Q

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

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

www drredd ys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 1 of 10/ Cp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabaeTky, NOKPLITHIE IIEHOYHOI 060,104K0i, 400 Mr + 325 Mr

Market / Pbinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne ¥ V2500148 Ob6bem cepuu " 800000.0 Tab

Analytical Report No / - 040002807988 Date of Analysis / - 12.02.2025

AnannTHYecKH it oTyeT Ne JlaTta anaauza

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

JlaTa npou3BoACTBA T'onen oo

Mfg. License No. / .

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

JHLeH3Hs Ne -

Analysis performed according ND: / Ananns nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

No | Test / Iloka3zarennb

Results/ Pe3yabraThl

Specification / Hopma

Appearance /
1 |Onuncanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KancyJoBUAHOH HOpMBbI, HOKPBIThIE
MJICHOYHOH 000NIOUKOH OPaHKEBOIO
1[BET&, C PUCKOU Ha ONHOH CTOPOHE;
Ha MOTIEPEYHOM pa3pese — siipo
|Genoro ngera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTky KancynoBUIHON
(hopMbI, MOKPBITEIE MIEHOYHOH 000IOUKOMH
OpaHXEBOTro 1[BETA, C PUCKOH Ha OJHOMH CTOpOHE;
Ha [ONIEPEYHOM paspese — sApo 6enoro Unn
ro4TH GENoro IBETA.

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3axawuenue: OJOBPEHO

Prepared by /
IMoarorosneHo: Sarita

V

Checked by /

Maurya y

ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Onmo6peno: Menenxep /
PykoroauTens: AnLlit Kumar

“

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Harta: 12.02.2025

Reprint Dafe:
Jara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +#91 10 490C 2900, Fax: 91 40 4300 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507

v drreddys.com




Dr.Reddy’s ":.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ;491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 2 of 10/ C1p. 2 u3 10

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

Hpoaykr: Hykanu®, TabaeTku, N0KpLITHIE MIIEHOYHOI 060104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne HY2500IE O06bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002807988 Date of Analysis / - 12.02.2025
AHaJHTHYecKHii oTyeT No JlaTta anasinza
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JlaTa npon3BoacTBa I'onen 10
Mfg. License No. / MA number: /
IIpousBoacTBeHHAs : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY
JIHneH3nA No _ |

Analysis performed according ND: / AHanu3 nposeaed no HJT: JITI-Ne(003654)-(PT-RU)-101 123

2 |Identification /
ITopiuHHOCTH

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) /
Bpemena ynepXWBaHMS OCHOBHBIX MHKOB Ha
XpoMaTorpaMMme HCIBITYEMOrO pacTBOPa JOJKHEI
COOTBETCTBOBATh BpEMEHAM YAEep)XUBaHHs MHKOB
Ha XpOMaTorpaMMe pacTBopa CTaHJapTHBIX
o0pasuoB ubynpodeHa u mapaueramona (pasien
«KouuecTBEHHOE ONpPENENEHHEN)

3 |Average tablets weight / 969.5 mg / 969.5 Mr

Cpennsisi Macca Tabj1eTok

940.9 mg to 999.1 mg
(970.0 mg £3.0 %) /
Ot 940,9 Mr 0 999,1 MI

(970,0 mr + 3,0 %)

4 |Disintegration / 09 min 20 sec / 09 mun 20 cex

Pacnagaemocthb

Not more than 30 min /
He 6onee 30 muu

Remarks : The Product conforms to ND/
ITpumeuyanue: I1poaykt cooTBeTcTBYET TpeboBanusaM HJ|

Opinion : APPROVED
Jaxnrouenue: OJNOBPEHU

Prepared by / Checked by /
[MoarorosneHo: Sarita
Maurya ( 7

[IpoBepeHo: Sant:ﬁ Kumar

.fJ.'.-r'———

Approved by: Manager/Executive

/Ono6peno: Menemxkep /

PykoBoauteny: Amit Kumar
[

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Hara: 12.02.2025

Reprint Date: '
Jara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel. +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Dr. Reddy's Laboratories ttd.,
Formulation Unit-6

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

www drreddys com

Page 3 of 10/ Cp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: U6ykann®, TabneTku, IOKPHITHIE IUIEHOYHOI 060104K0il, 400 Mr + 325 mr

Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne # V2500148 O0nem cepun © 800000.0 Tab
Analytical Rep03't No/ - 040002807988 Date of Analysis / . 12.02.2025
AHaJIHTHYECKHIT oTueT No JlaTa aHau3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa nmpousBoJcTBa T'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHas : MNB/05/263 ) . JII-Ne(003654)-(PT"-RU)
Homep PY
Januensus Ne

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

5 |Dissolution /
PacTtBOopenne

99% to 102 %

30 MuH

99 % to 101 %

Not less than 70% (Q) of Ci3H;sO» (ibuprofen)
after 30 min/
He menee 70 % (Q) Ci3HisO» (ubynpoden) uepes

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

after 30 min /
He menee 70 % (Q) CsHoNO, (nmapaueramon)
gepe3 30 MUH

Remarks : The Product conforms to ND/
llpumeuanne: IIpoaykt coorsercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axnwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toagroroneno: Sarita [TposepeHo: Santosh Kumar /OpobpeHo: Menemxep /
}g /- Maurya PykoBoauges: é{_nit Kumar
R
Reprint Date: Reprint Date: Reprint Dhte:
Hara: 12.02.2025 Hara: 12.02.2025 Jata: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 29C0, Fax: +41 40 4900 2999, Email: maii@drraddys.com

CIN: L851935AP1984PLC0O04507
sy 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 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

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

Ipoaykr: Uoykaun®, Ta6meTky, NOKPLITHIE MJIEeH0YHOH 06004K0ii, 400 Mr + 325 mr
poa) Yy P

Market / PbIHOK :Russia / Pocenst

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepust Ne i V2500148 O6bem cepun ' 800000.0 Tab

Analytical Repourt No/ - 040002807988 Date of Analysis / - 12.02.2025

AHaJIHTHYEeCKHIT oTueT No JlaTa anam3a

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

JlaTa npon3BoOJACTBa TI'open g0

Mfg. License No. / MA number: /

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

JaneH3usg Ne

Analysis performed according ND: / Ananus nposeaed nmo HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHbIe NpHMecH than 0.005% /
Method 1/ Meton 1 4-amuHodeHon (mpuMmech Mapaneramosia) He
Honee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.03% paracetamol) - not more than 0.3% /
Jobas enuHuyHas npuMeck (MOynpodeHa HnH
naparneramoda) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
A0 than 0.7% / Cymma npumeceit (Metoa 1 + Meton
2) He 6ouee 0,7 %
7 |Water / Boaa 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Hpumeuanue: |Iponykr coorBercTByeT TpeboBanusm HJ|

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[Toarororieno: Sarita
Maurya (

|

[Iposepeno: Santosh Kumar

@ D

Approved by: Manager/Executive
/Ono6peno: Menenxep /
PykoBoautens: Amit Kumar

Reprint Date:
Hata: 12.02.2025

Reprint Date:
Hata: 12.02.2025

Reprint Dite:
Jata: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel. #9140 4900 2300, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L852195AP1934PLCS04507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td,
Forrnulation Unit-6

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

vy drreddys com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Page S of 10/ Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
ponykr: H6ykann®, Ta6ieTKH, NOKPBITHIE IIEHOYHOI 060104K0#, 400 Mr + 325 Mr

Market / PoiHOK

:Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne 8 V2500148 O6beM cepHH " 800000.0 Tab

Analytical Repo\}'t No/ - 040002807988 Date of Analysis / . 12.02.2025

AnanuTHUecKkHii oTyeT No JlaTa ananuza

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

JaTa npou3BojacTBa I'ogen g0

Mfg. License No. / MA number: /

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

Jauuenus Ne -

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

8 |Uniformity of dosage
units /

ONHOPOAHOCTh
JI03HPOBaHMS

- ibuprofen / néynpoden

- paracetamol /
napaneTamon

1.8

1.7

Acceptance value (AV) should be not more than
15.0 /ITokasarens npuemaeMoctd (AV) nomxeH
OBITH He OoJiee 15,0

Acceptance value (AV) should be not more than
15.0 /ITokasartens npueMnemoctd (AV) nomxeH
ObITE He Oonee 15,0

Remarks : The Product conforms to ND/
HNpumevanne: [Tpoaykt cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
IToarorosneHo: Sarita

B

Checked by /

Maurya

B

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PyxoBoguTens; Amlegumar

il

Reprint Date:
Jara: 12.02.2025

Reprint Date:
Harta: 12.02.2025

Reprint Date: v
Hata: 12.02.2025

Registered Office: 8-2

7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz

-33
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wenavdrreddys.com




Dr.Reddy’s ":

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

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

Tel : +91 98166 56001-02

v drreddys com

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Page 6 of 10/ Cp. 6 u3 10

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

Hpoayxr: H6ykaun®, TabaeTKy, HOKPbITHIE INIEHOYHOMH 000J04K0if, 400 Mr + 325 Mr

| Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne 8 V2500148 O6bem cepun " 800000.0 Tab
Analytical Report No/ - 040002807988 Date of Analysis / - 12.02.2025
AHaquTH4YecKHii oTyeT No JlaTa ana;am3za
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029
JlaTa npon3Bo/JcTBA I'ogen no
Mfg. License No. / MA number: /
IIpousBoACTBEeHHAA : MNB/05/263 S — : JII-Ne(003654)-(PI'-RU)

s Howmep PY
| auneH3us Ne

Analysis performed according ND: / Anauu3 nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MukpoOuonoruyecKas
uncToTa*
|a) Total aerobic microbial
| count / O61uee yucio
adpOOHBIX
MHKPOOPraHU3MOB

NA

b) Total combined yeasts NA
and mould count / Ob1iee
YHCJIO APOMOKEBBIX U
[UIECHEBBIX IPHOOB

c) E. coli NA

Shall
1r

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 / OrcyrcTBue B

Remarks : The Product conforms to ND/
Hpumeuanue: [TpoaykT coorBercTBYeT TpeboBanusam HJJ

Opinion : APPROVED
3akmouyenue: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Sarita

[TporepeHo: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Hara: 12.02.2025 Jdarta: 12.02.2025

V Maurya PyxoBoauTeb: Ajaig Kumar
g
Reprint Date: Reprint Date: Reprint Date:

Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel 61 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

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.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 7 of 10/ Ctp. 7 u3 10

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

Hponyxt: H6ykanu®, TabaeTKH, HOKPHITHIE IUIEHOYHOIi 0001049K0i, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus No s V200158 O6bem cepuu " 800000.0 Tab

Analytical Repoz‘t No/ - 040002807988 Date of Analysis / . 12.02.2025

AHanuTHYecKH oTyeT No JlaTa aHa/mM3a

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

JlaTa npoH3BOACTBA T'ogen no

Mfg. License No. / MA number: /

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

aunen3ns Ne

Analysis performed according ND: / AHa/IM3 IPOBEIEH 110 HI[ JITI-Ne(003654)-(PI"-RU)-101123

10 |Assay / KosinuecTBenHoe

onpeneaeRne
399.3 mg/399.3 Mr

322.17 mg /322.17 mr

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

Ot 360,0 mr g0 440,0 mr C13H1302 (uOynpoden) B
TabneTke

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

0O1292,5 mr o 357,5 mr CsHoNO; (mapaueramodn)
B TabneTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [1o 10 TabneTok
B [IBX/Al 6muctep. [1o 1 6nuctepy
B Tauky KapTOHHYI0 BMECTE C
HHCTPYKLHEH 110 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 Gauctep. Ilo 1, 2 unn 20
OncTepoB B MauykKy KapTOHHYIO BMECTE C
HHCTPYKIHEeH Mo MPHMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B coorsercteuu ¢ HI.

13 | Storage conditions /
XpaHeHue

[Ipu Temnepatype He Bhiie 25 °C.

At temperature not more than 25 °C. /

14 | Shelf life / Cpox
rOAHOCTH

S years / 5 net

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

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykr cootBercTByeT TpeboBanusaM HJJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
IToaroroBieHo: Sarita

Checked by /

Maurya
. i

ITposepeno: Santpsh Kumar

Approved by: Manager/Executive
/OpobpeHo: Menemxep /
PykoBoanTens: 'AI{IE Kumar

P

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Jata: 12.02.2025

Reprint Dat¥:
Hata: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tel. +91 40 4900 2900, Fax: +41 4C 4900 2999, Email: maii@drreddys.com
CIN: L35195AP1384PLLCD04507

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

wiww . drreddys com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 8 of 10 / Cp. 8 u3 10

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

Hpoayxr: M6ykaun®, Ta6/1eTKH, NOKPHITHIE 1JEHOYHOI 060/104KO#, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No # V2500145 O0beM cepHH " 800000.0 Tab

Analytical Repovrt No/ - 040002807988 Date of Analysis / - 12.02.2025
AHanHTHYeCKHIi oTyeT No JaTta ananuza

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

JlaTa mpou3BoACTBA I'onen oo

Mfg. License No. / MA number: /

IlpousBoacTBEeHHAS : MNB/05/263 Homep PY . JIII-Ne(003654)-(PT-RU)

_uneH3Hs Ne

Analysis performed according ND: / Ananu3 nposegen mo HJL: JITI-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.

[Mpumeyanue: CCbUIKM B HOPMATHBHON JOKyMEHTaUuH npuBeeHsl Ha ['D PO XIV.

* [IpoBoAMTCS IPOU3BOAUTENEM TIPH BBITYCKE NEPHOANYECKH: Ul Kax 0l 20-0H cepun Mtk He MeHee 1 pasa B
ron. [ToxasaTens MOKET OBITh He BKITIOUYEH B CepTU(DMKAT aHaH3a PUPMBIL.

API name / Haumenosanune APC: Ibuprofen / M6ynpoden Paracetamol / Ilapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / Ilapanieramon
AL manutactarer batch numper / PIBM240210 0544/24-25, 0545/24-25
Homep cepuu npoussoautens ADC:
FP Manufacturer API Batch number /

FERA00681 FERA00532, FERA00533

Homep cepun cyOcTaHIIHH NPOU3BOAMTESA
JId:

Solara Active

API Manufactured by & country /

IIpoussogutenapr ADC, crpaHa:
154

Pharma Sciences

Limited, India / Conapa DkTuB
®apma Cattencuz Jlumuren,

HAuA

Sri Krishna Pharmaceuticals
Limited, India / llpn Kpuna
dapmackrotTukanc Jlumuren,
HUunus

Name, address, authorization No for  FP

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykr cooTBeTcTBYET TpebGoBanusam HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by / Checked by /
IToarorosneHo: Sarita

3

Maurya

[IpoBepeHo: Saﬁh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoaureinb: Agl‘l_it Kumar

—

e

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Harta: 12.02.2025

Reprint Date:
JHara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei. +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
wiww.drreddys.com



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

[ )
Dr, Reddy,s q..... Vill. Khol, Nalagarh Road, Baddj,

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 9 of 10/ CTp. 9 u3 10

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

Hpoaykr: MGykaun®, Ta6aeTkun, NOKPHITHIE IIIEHO4HO# 06010uK0ii, 400 Mr + 325 Mr

Market / PoiHoOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne b OIS Obbem cepuu © 800000.0 Tab

Analytical Report No/ . 040002807988 Date of Analysis / . 12.02.2025

AHAJHTHYeCKHIT oT4eT No JaTa ananmza

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

JlaTa npou3BojacTBa I'onen o

Mfg. License No. / MA number: /

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

JuneHsns Ne

Analysis performed according ND: / Anuagu3 nposenen 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) /

HaumeHnoBaHHe, apec, JHLEH3HSA AR I-p Pennu’c Jlabopatopuc JIta., Unaus, IIpoussoacteeHHoe
IIpousBoacTBeHHas miomaaka / [lnomaaka noxapasaenenne-6, Bunn. Kxonw, Hanarapx Poya, banau, vctpuxrt
KOHTPOJIsA KadyecTBa / Ilnoiagka Beinycka Conan, X.I1., 173205, Maaus (muieHsus 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».

3aKa4YeHHe 0 COOTBETCTBHH: «HacTosiuM s OATBEpXKat0, YTO NpUBEEHHAas Bhillle HHGOPMALIUA ABIAETCSA
JOCTOBEPHOM W TOYHOH. DTa cepus NMPOAYKIMH MpoH3BeAeHa (BKIIOYas YNaKoBKY (MapKHMpOBKY) M KOHTDOIb
KayecTBa) Ha BBIICYKa3aHHOW NPOW3BOJACTBEHHON Mowaake (MIOLMAAKaX) B II0JTHOM COOTBETCTBMH C
TpeGoBaHusIMHU [IpaBui Haaexallel NpoU3BOJACTBEHHO!N NpakTHKH EBpasuiickoro 3koHOMHUUYecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsn6ps 2022) ¥ TpeOGOBaHUAMH KOHTPOJI KA4eCTBa JIEKAPCTBEHHBIX CPE/ICTB,
a TaK)Ke B COOTBETCTBHMHU CO CHELMPHUKALUUSIMH, COAEPHKAIMUMUCA B PETUCTPALMOHHOM J0OChE CTPaHbI-UMITOpTEpPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorseTcTByeT TpeboBanusM HI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneHo: Sarita [TporepeHo: Santosh Kumar /Ono6peHo: Menemxep /

& Maurya @‘ Pykosoaurens: Amit Kumar

N

Reprint Date: Reprint Date: Reprint Daté:
Hara: 12.02.2025 Hara: 12.02.2025 Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei. +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com
CIN: L85135AP1984PLCD04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: Moykaun®, TabaeTKy, NOKPBITHIE IICHOYHOI 060/104K0#, 400 Mr + 325 Mr
Market / PoiHOK :Russia / Poccust
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepusi Ne f PRLOVED O6beM cepHH " 800000.0 Tab
Analytical Repovrt No/ . 040002807988 Date of Analysis / - 12.02.2025
AHanHTHYEeCKHI oTyeT Ne JaTa ananuza
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029
JlaTa npoH3BOJCTBA I'onen o
Mfg. License No. / MA number: /
ITpousBoacTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Honiep PY
Jaunenzus Ne
Analysis performed according ND: / Ananu3s npoeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

3anuycu 1o NPON3BOACTBY, YIIAKOBKE ¥ dHAIX3Y MPOBEPEHEI, U YCTAHOBJIEHO UX COOTBETCTBUC Tpe6OBaHI/IHM HpaBym
Hajanexanei l'lpOI/IBBOIlCTBCHHOI‘/II [IPaKTHUKH EBpa3I/II>'ICKOFO 3KOHOMHUYCCKOI'o COro3an.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanue: [Iponykr coorseTcTBYeT TpeOboBanusM HJI 3axmovenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroeneHo: Sarita ITposepeHo: Santosh Kumar /OnobpeHo: Menemxep /

% Maurya m PyxoBoauTen: AﬂL}it Kumar
Reprint Date: Reprint Date: Reprint Date:
Jara: 12.02.2025 Hara: 12.02.2025 Jara: 12.02.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +41 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




