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 1 0of 10/ Cp. 1 u3 10

Product: Ibuclin, film-coated t

ablets, 400 mg + 325 mg

Hpoaykr: H6ykaun®, TabneTku, NOKPLITHIE MUIEHOYHOH 060,104K0H, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi Ne i O6bem cepnu " 800000.0 Tab

Analytical RepOft No / - 040002697417 Date of Analysis / - 92102024

AHanuTu4yeckuii oTyeT No Hdara anaausa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

HAaTa npousBoacTBa I'ogen no

Mfg. License No. / MA number: /

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

anuedsus Ne

Analysis performed according ND: / Anaan3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

Ne |Test/ IokazaTens

Results/ PesynabTaThl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
one-side scored tablets; white core at [scored tablets; white or off-white core at the

the cross-section. / Tabnetku cross-section. / TabneTku KancynoBUIHOM
KamncyJI0BUIHOH GOpMBI, IOKPBITEIE |(HOPMBI, MOKPBITHIE MIIEHOUHOH 0booukoi
TMIEHOUHOM 000JI0YKO# OPaHXKEBOrO |OPaHIKEBOTO LIBETA, C PUCKOH Ha OJTHOM CTOPOHE;
I[BeTa, C PUCKOH HA OJIHOIf CTOPOHE; |Ha MONepedHOM paspese — sapo 6eyoro uiu

Ha [OTIEPEYHOM paspese — Apo NOYTH OeNoro IBeTa.

0eJIoro 1BeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorsercTByeT Tpebopanusam HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Hara: 22.10.2024

Jara: 22.10.2024

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Noor [TpoBepeno: Santosh Kumar /Onobpeno: Menemxep /

Mohammad Maurya % Pykosoautens Kusum Lata w
Reprint Date: 0 7 Reprint Date: Reprint Date:

Hara: 22.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabag -

500034, Telangana, india

Tel. +91 40 490U 290U, Fax! +91 4U 490U 2949, Ematl: maii@drreddys.com

CIN: L85195AP1984PLC004507
wwww.drreddys.com




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

Bo
L/ “. Vill. Khol, Nalagarh Road, Baddi
Dr. Reddy S Ne Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page2 of 10/ CTp. 2 3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoaykT: M6ykmun®, Ta6eTKH, IOKPbITHIE IIIEHOYHOI 060J104K0#, 400 Mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne | MrZloz O6bem cepun " 800000.0 Ta6 |

Analytical Repourt No/ - 040002697417 Date of Analysis / - 99.10.2024

AHanuTHYecKHi oTyeT No JlaTa aHajm3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JlaTa mpou3BOACTBa - Togen oo

Mfg. License No. / MA number: /

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

JuneH3Hs Ne

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

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
HoamunHOCTH CoOTBETCTBYET 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 yaepXHBaHMS OCHOBHBIX ITHKOB Ha
XpOMaTorpaMme MCIbITYEMOr0 pacTBOPa JOJDKHBI
COOTBETCTBOBAThH BpEMEHAM yIepXKYMBaHHUS MTHKOB
Ha XpOMaTorpamMMe pacTBOpa CTaHIAPTHBIX
obpasuoB ubynpodena u napaueramona (pasaen
«KonnyecTBeHHOE ONPEAETECHHUEN)

3 |Average tablets weight / 971.1 mg/971.1 mr 940.9 mg to 999.1 mg
Cpennsisi Mmacca Ta0J1eTOK (970.0 mg£3.0%)/

Or 940,9 MmI bife} 999,1 M
(970,0 mr + 3,0 %)

4 |Disintegration / 07 min 03 sec / 07 mun 03 cex  |Not more than 30 min /
PacnagaemocTh He 6onee 30 mun
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: Ipoayxt coorsercTryeT Tpebosanuam HJ[ 3axmovenue: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Noor [TpoBepeHno: Santosh Kumar /OnobpeHo: Menemxep /
Mohammad Maurya % PykoBogurens Kusum Lata w/
Reprint Date: C‘o/ 7 Reprint Date: Reprint Date:
Hara: 22.10.2024 2 Jara: 22.10.2024 Hara: 22.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. 10140 4900 2300, Tax. +91 40 4800 2999, Einall. 1hall@ Ui eddys.coim
CIN: L85195AP1984PLCO04507
wwyv.drreddys.com




Dr.Reddy’s Q"':‘

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

Vill. Khol, Nalagarh Road, Bad i,
Distt. Solan, H.P., 173 205, INDI|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 3 of 10/ Crp. 3 u3 10

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

Mpoayxr: U6ykaun®, TabaeTKH, NOKPbIThIE IEHOYHOH 060510uK0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepns Ne - V2402152 O0beMm cepliH "~ 800000.0 Tab

Analytical Repovrt No/ - 040002697417 Date of Analysis / . 97.10.2024
A”aguTndeckuii oryet No JlaTa aHaJIM3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JaTa npon3BoicTBa I'ogen o

Mfg. License No. / MA number: /

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

aunen3us Ne

Analysis performed according ND: / Anann3 nposeaen mo HJ: JIII-Ne(003654)-(PT'-RU)-101123

5 |Dissolution /

Pacreopenue
97 % to 99%

100 % to 101%

Not less than 70% (Q) of Ci3Hi1302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3Hi30: (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO: (napaueramon)
yepe3 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [1IpoyKT cOOTBETCTBYET TpeboBanusm HJT 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToaroroeneno: Noor [Ipoeepeno: Santosh Kumar /OnobpeHo: MeHemxep /

Mohammad Maurya @ Pykoeoautenr, Kusum Lata E\% 1
Reprint Date: @// Reprint Date: Reprint Date:

Hara: 22.10.2024 Z Jarta: 22.10.2024 Jara: 22.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwyv.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
CEPTUDOHUKAT AHAJIN3A

Page 4 of 10/ CTp. 4 u3 10

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

Ipoaykr: N6ykaun®, Tab1eTKH, HOKPBITHIE NIEHOYHOH 0601049K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab/

Cepus Ne § R2ageige O6bem cepun " 800000.0 Tab

Analytical Repog‘t No / . 040002697417 Date of Analysis / . 92.10.2024

AnanuTHyeckui oryer No Jarta ananusa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JlaTa npou3BoACTBA I'oxen 1o

Mfg. License No. / MA number: /

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

Juuen3usa Ne

Analysis performed according ND: / Ananu3s nposeser no HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances

Method 1/ Meton 1

PoacreeHHble HpUMeCH

/ 0.0001% 4-aminophenol (paracetamol impurity) - not more

than 0.005% /
4-amyHoeHon (mpUMech mapaueramolnia) He
6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (of ibuprofen or
e D paracetamol) - not more than 0.3% /
Jlrobas enuanyHas npumech (ROympodeHa HIH
napaueramorna) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceid (Meroa 1+ Merox
2) He 6onee 0,7 %
9 |Water / Bona 1.6 % Not more than 5.0% /

He 6o0nee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusm HI 3akmoyenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
Iloarorosneno: Noor [TpoBepeno: Santosh Kumar /OnobpeHo: Menemxep /

Mohammad Maurya PykoBogutens Kusum Lata NE
Reprint Date: QDZ' Reprint Date: Reprint Date:

Hata: 22.10.2024 Hata: 22.10.2024 Hara: 22.10.2024

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

500034, Telangana, India

Tel: +91 4G 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
wwiv.drreddys.com




Dr.Reddy’s €€

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpogyxr: M6ykaun®, Ta61eTKH, NOKPBITHIE MIEHOYHOH 060109K0M, 400 Mr + 325 Mr

Market/ PeiHOK :Russia / Poccust

Batch No / ) Batch Quantity / . 800000.0 tab/

Cepust Ne - V2402152 Oobem cepun " 800000.0 Tab

Analytical Report No / . 040002697417 Date of Analysis / . 92 10.2024
AHanuTHYeCKHii oTdyeT Ne JlaTta anaausa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

Jata nmpou3BoacTBa I'opeH o

Mfg. License No. / MA number: /

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

aunen3usa No

Analysis performed according ND

: / Ananus nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10 |Uniformity of dosage
units /

OJHOPONHOCTH
J03UpOBaHUs

- ibuprofen / ubynpoden

- paracetamol /
napaneTamot

2.1

1.6

Acceptance value (AV) should be not more than
15.0 /Ilokazaresnb npueMineMocty (AV) 10KeH
ObITh He Oouee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemneMocTy (AV) 10IDKeH
ObITh He OoJiee 15,0

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilpoaykr coorserctByet TpeboanusM HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Hara: 22.10.2024

Jara: 22.10.2024

Prepared by / Checked by / Approved by: Manager/Executive
IToarororneno: Noor [Iposepeno: Santosh Kumar /Ono6peno: Menemxep /
Mohammad Maurya %’ PykoBogutens Kusum Lata w/
Reprint Date: 7 Reprint Date: Reprint Date:

p G 5 p p

JHarta: 22.10.2024

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

Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP1984PLC0OD4507
wwvv.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®UKAT AHAJIN3A

Page 6 of 10/ CTp. 6 n3 10

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

Mpoayxr: U6ykanu®, TabaeTKH, NOKPLITHIE 1EHOYHON 000/104K0ii, 400 Mr + 325 mMr
| 11pOay Yy P

nunen3us Ne

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne $ V2402152 O6nem cepuH " 800000.0 Tab
Analytical Report No / - 040002697417 Date of Amalysis/ ;5 109094
AHannTHUecKHii oTueT Neo JlaTa anaau3za
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
Jdata npousBoacTea T'onen o
Mfg. License No. /
) MA number: / . .
IIpouzBoacTBEHHAS : MNB/05/263 Homep PY ¢ JIII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / AHaJIN3 IpoBeJeH 1o I_{ﬂ: JITI-Ne(003654)-(PI'-RU)-101123

11 |Microbiological purity* /
Mukpobuonornyeckas
|yucrora®

a) Total aerobic microbial NA
count / Obuiee yncIo
a3pobHBIX
MHUKPOOPTaHH3MOB

b) Total combined yeasts
and mould count / O6uee NA
YUCIIO IPONCKEBBIX M
TLJIECHEBLIX IPHOOB

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

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

¢) E. coli NA Shall be absent in 1lg / OtcyrcrBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [IpoaykT cootsercTByeT TpeboBaHusM HJJ 3axmovenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Noor [Tposepeno: Santosh Kumar /Ono6peno: Menemxep /
Mohammad Maurya % Pykosoautens Kusum Lata %/
Reprint Date: 67{1 Reprint Date: Reprint Date:
Hara: 22.10.2024 Hara: 22.10.2024 Hara: 22.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4A507
wwyy.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 : +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 7 of 10/ Ctp. 7 u3 10

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

Mpoaykr: M6ykaun®, TabaeTkn, NOKPbITHIE MIEHO4HOI 060104K0ii, 400 Mr + 325 Mr

Market / PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus No - V2402152 Oo6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002697417 Date of Analysis / . 92.10.2024

AHaJHTHYECKHI oTUeT Ne JlaTa anaau3za

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa mpou3BojacTBa Ionen no

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anaau3 nposeaen no HJ1: JIII-Ne(003654)-(PT-RU)-101123

12 |Assay / KonndyecTBeHHOE
onpeaeieHne

3931 mg/393.1 mr

321.19 mg /321.19 Mr

360.0 to 440.0 mg of C;3Hi302 (ibuprofen) per
tablet /

Ot 360,0 mr g0 440,0 mr C13H 202 (uGynpoden) B
TabJieTKe

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

Or1292,5 mr mo 357,5 mr CsHgINO-, (napauetamorn)
B TabJyieTKe

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabieTok
B [IBX/Al 6auctep. o 1 6nuctepy
B MayKy KapTOHHYIO BMECTE C
HHCTPYKIHEH N0 TPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B [IBX/Al 6nucrep. [lo 1, 2 umu 20
6MMcTepOB B TA4Ky KApPTOHHYK) BMECTE C
HUHCTPYKLUMEH 110 NPUMEHEHHUIO.

14 | Labeling / MapxupoBka |According to ND. /B cootsercteiu ¢ HJI.

15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne [Tpu Temneparype He Bbillie 25 °C.

16 | 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/ Opinion : APPROVED

ITpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBanusaM HJJ 3axmouenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Noor [TpoBepeno: Santosh Kumar /Ono6peHo: Menenxep /

Mohammad Maurya Pykoogutens Kusum Lata - i% 2~
Reprint Date: GY / Reprint Date: Reprint Date:

Hara: 22.10.2024 = Jlara: 22.10.2024 Hara: 22.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

wwvv.drreddys.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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

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

Page 8 of 10/ Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Hoykaun®, TabaeTKH, TOKPbIThIE MIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market/ PbiHOK :Russia / Poccys

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne $ V2402152 O6bem cepun " 800000.0 Tab |

Analytical Repog‘t No / - 040002697417 Date of Analysis / - 92.10.2024

AHaJuTHUYecKHii oTyeT Ne Hdata anayusa

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JaTta mpousBoacTBa Togen go

Mfg. License No. / MA number: /

IIpousBoncTBEHHAsA : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Ananus nposeaed 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.
IMpumeyanpe: CChlIKK B HOPMATUBHOM NOKyMEeHTauuu npruseaeHsl Ha 'O PO XIV.

* TIpoBOAMTCS MPOU3BOAUTEIIEM NPH BBITYCKE NMEPHOAUYECKH: 1S Kaxkaoi 20-0i cepru MM HE MeHee 1 pasa B
rog. ITokazartens MOKeT ObITH He BKIFOUEH B CepTH(UKAT aHan3a QUPMBL.

API name / Haumenosanue ADC:

Ibuprofen / U6ynpoden

Paracetamol / [lapaueramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / ITapaneramon

API manufacturer batch number /
Homep cepun npoussoautesas ADC:

PIBM240153

0290/24-25, 4284/24-25

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIHY NPOH3BOAHTEIS

| ) (OF

FERA00481

FERAO00391, FERA00438

API Manufactured by & country /

Ilpouzsogurean ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa SxTuB
®apma Caitencus Jlumuren,
Unnus

Sri Krishna Pharmaceuticals
Limited, India / pu Kpuiuna
®dapmackrotukanc Jlumures,
Hunns

Name, address, authorization No for

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

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr coorseTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IHoarorosneno: Noor
Mohammad

Checked by /
[IpoBepeno: Santosh Kumar

Maurya @ :

A

Approved by: Manager/Executive
/OnobpeHo: Menenxep /

Pykosogaurens Kusum Lata W

Reprint Date:
Hara: 22.10.2024

6L

Reprint Date:
Hara: 22.10.2024

Reprint Date:
Hara: 22.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabag -

500034, Telangana, India

Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com

-1z



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

& o
) (Y ) Vill. Khol, Nalagarh Road, Baddj
Dr. Reddy S QQ Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

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

Mpoayxr: Moykaun®, Ta6ieTKy, HOKPHITHIE NIEHOYHOH 060.104K0iH, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepua \e s Vi2u02ker O6bem cepun " 800000.0 Tab

Analytical Report No/ - 040002697417 Date of Analysis / . 92.10.2024

AHaJIHTHYeCKHi oTyeT No JlaTa aHanu3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

Jata npou3BoACTBA T'onen 1o

Mfg. License No. / MA number: /

Ilpou3BoACTBEHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY

JIMIEeH3Hs Ne

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

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

HaumeHoBaHHe, aapec, JHUEH3HA 1JIA I-p Pennu’c JTaboparopuc JIta., Muaus, [IpoussoacTeenHoe
IIponssoacTBenHasn miaowagka / Iliomanka noxpazaeneHue-6, Bumn. Kxone, Hanarapx Poya, bapau, Jincrpukr
KOHTpO A KadecTBa / ILnomaaka Beimycka Comnan, X.I1., 173205, Unausa (nuuensus 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».

3aK/II04eHHe 0 COOTBETCTBMH: «HacTodmum s MOATBEPXK A0, YTO NMPUBEACHHAs BbIle HHGOpPMALIUA ABIAETCA
JOCTOBEPHOM M TOYHOM. DTa cepust NpOAYKLMM MPOM3BeJeHa (BKJIIOYas yHNaKkoBKY (MapKMPOBKY) M KOHTPOJib
KauecTBa) Ha BHINIEYKA3aHHOW IIPOM3BOACTBEHHON IUomaake (IUIONIaAKax) B IOJIHOM COOTBETCTBMH C
TpeGoBanuamu [IpaBui Hajsiexaulel NpoM3BOACTBEHHOM NpakTHKH EBpasuiickoro sKoHoMu4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTaAOps 2022) 1 TpeGoBaHUAMH KOHTPOJIA Ka4eCTBA JICKAPCTBEHHBIX CPEJCTR,
a TalKke B COOTBETCTBHHU CO CreLUPUKALMAMH, COAEPKKAIMMHUCS B PETUCTPALIMOHHOM JOChE CTPaHbI-UMIIOPTEpA.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeyanue: [Ipoaykr coorBeTcTBYeT TpeGoBanusm HJT 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Noor [IpoeepeHo: Santosh Kumar /OnobpeHo: Menemxep /

Mohammad Maurya @ PykoBogutens Kusum Lata };A}:";/ e
Reprint Date: 6“07 Reprint Date: Reprint Date:

Hara: 22.10.2024 = Hara: 22.10.2024 Hara: 22.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel; +#91 40 4900 2900, Fax: +91 48 4800 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Page 10 of 10 / Ctp. 10 u3 10

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

Mpoxyxrt: HOykaun®, Ta6eTKH, NOKPLITHIE INIEHOUHOH 000/104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccusg

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepusi Ne $ V2402152 O6nem cepuu " 800000.0 Tab

Analytical Repol‘t No/ - 040002697417 Date of Analysis / - 92.10.2024

AHaJUTHYECKHif oTUeT Ne JlaTa aHaan3a

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

JaTa mpoH3BOACTBA Tozen no

Mfg. License No. / MA number: /

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

anuenzus Ne

Analysis performed according ND: / Anaju3 nposegen no HJI: JITI-Na(003654)-(PT'-RU)-101123

3amnucH 1o NpOU3BOACTBY, YIIAKOBKE U aHAJIM3Y [MIPOBEPEHBI, U YCTAHOBJICHO X COOTBETCTBUC Tpe60BaHI/IﬂM I'[paBun

Haanemameifl l'lpOl/I?)BO,IlCTBeHHOﬁ MPaKTUKHU EBpa3m7101<oro 3KOHOMHYECKOI'0 COIo3a».

Remarks : The Product conforms to ND/
IIpumeuanne: [poaykT cooTBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3axnouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneuno: Noor [TposepeHo: Santosh Kumar /OnmobpeHo: Menemxep / .
Mohammad Maurya PykoBoaurens Kusum Lata ﬁﬁ/
Reprint Date: g 7// Reprint Date: Reprint Date:

Hara: 22.10.2024 JHara: 22.10.2024 Hara: 22.10.2024

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

500034, Telangana, india

Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85155AP1984PLCO04507
www.drreddys.com



